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(54) 3AIHHmEHHAiI OT IIPHMEHEHHJI HE 

(57) Pe(J>epaT: 

H3o6peTeHne othochtca k 4>apMai^eBTHHecKOH 

npOMBIUIJieHHOCTH, B HaCTHOCTH K 3aiHHmeHHOH 

ot npHMeHeHHH He no Ha3HaneHHio 
jieKapcTBeHHoft c|)opMe. 3amHmeHHa5i ot 
npHMeHeHHa He no Ha3Ha^eHnio, 

TepMO(})OpMOBaHHaa 6e3 3KCTpy3HH 

jieKapcTBeHHaa (f)opMa, KOTopaa, Hapjnjy c o^hhm 

HJIH HeCKOJIBKHMH ACHCTByEOIHHMH BeiHCCTBaMH 

(A), noTeHipiajiBHo hbjihiohi,hmhch o6i>eKTOM hx 
HeMeAHEjHHcicoro ynoTpe6jieHH5i, a Taioice 

(J)H3HOJ10rH^eCKH COBMeCTHMBIMH 

BcnoMoraTejiBHtiMH BemecrBaMH (E), co^ep^cHT 
onpe^e.TeHHBiH CHHTeTHHecKHH hjih npnpo^HBiH 



no HA3HA^EHHK) JIEKAPCTBEHHAJI 0>OPMA 

nojiHMep (B) h Heo6a3aTejiBHo bock (T), npn 3tom 

KOMnOHeHT (B) H B03MO)KHO npHCyTCTByiOmHH 

KOMnoHeHT (T) coAep^KaTCH b jieKapcTBeHHon 
4>opMe b onpe^ejieHHBix KOJinnecTBax. Cnoco6 
npnroTOBjieHKH JieKapcTBeHHon (J)opMBi, b 
kotopom 6e3 npHMeHeHHa sKCTpyzjepa 

KOMnOHeHTBI (A), (E), (B) H B03M05KHO 
HCn O JIB3 y CMBIH KOMIIOHCHT (T) CMeiHHB aB3T 

Me^c^y co6oh, a TaK^Ke cMeniHBaioT c hhmh jih6o 
npn Heo6xoAnMocTH CMeniHBaioT otzjcjibho c 
Ao6aBjieHHeM KOMnoHema (B) h bo3mo>icho 
Hcnojn>3yeMoro KOMnoHema (T) bo3mo)kho 
Hcnojn>3yeMBie KOMnoHCHTti (a)-(e) h h 3 
nojiyneHHOH CMecn hjih H3 nojiynemiBix CMecefi, b 



CTpaHnqa: 1 



HeKOTopbix cjiyHaax nocjie ee, cooTBeTCTseHHo, hx 
rpaHyjiPipoBaHHH nyTeM npujio^ceHHH ycmrafl c 

npCABapHTCJIBHEIM HJIH OflHOBpCMCHHBIM 

TenjIOBBIM B03AeHCTBHeM 4>opMyioT 

jieKapcTBeHHyio (})opMy. JTeKapcTBeHHaa 4>opMa, 



nojiyneHHaH onpe,nejieHHBiM cnoco6oM. 
BBinieonpicaHHaH jieKapcTBeHHaa 4 ) °P Ma 
3(J)(})ckthbho 3an#imcHa ot npuMCHCHHfl hc no 
na3iiaHeiiHio. 3 n. h 26 3.n. c[)-jibi, 1 hji. 
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(54) MEDICINAL FORM PROTECTED AGAINST NON 

(57) Abstract: 

FIELD: pharmacology. 

SUBSTANCE: invention relates to 
pharmaceutical industry, in particular to medicinal 
form protected against non-intended use. Protected 
against non-intended use thermally formed without 
extrusion medicinal form, which together with one or 
two active substances (A), which are potential 
object of their non-medicinal use, as well as with 
physiologically compatible auxiliary substances (B) 
contains definite synthetic or natural polymer (C) 
and optionally wax (D), component (C) and possibly- 
present component (D) are contained in medicinal 
form in definite amounts. Method of preparing 



INTENDED USE 

medicinal form, in which without application of 
extruder components (A), (B), (C) and possibly used 
component (D) are mixed together, and also with 
them or if necessary separately possibly used 
components (a)-(f) are mixed with addition of 
component (C) and possibly used component 
(D), and from obtained mixture or from obtained 
mixtures, in some cases after its, or respectively 
their granulation, by applying force with preliminary 
or simultaneous heat impact medicinal form is 
formed. Medicinal form obtained by definite method. 

EFFECT: efficient protection against non- 
intended use. 

29 cl, 1 dwg, 8 ex 
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HacTosmee rooGpeTeHHe othochtcs k 3amHiqeHHOH ot npuMeHeHH^ He no Ha3Ha i ieHHio, 
TepMO(J)opMOBaHHOH 6e3 3KCTpy3HH jieKapcTBeHHoft 4)opMe, KOTopasi Hap^ny c oahhm HJIH 

HeCKOJIBKHMH AeHCTBVK>mHMH BeiljeCTBaMH (A), nOTeHIJHaJIbHO 5IBJI5IIOmHMHC5I o6l>eKTOM HX 

HeMeOTU,HHCKoro ynoTpe6jieHH5i, a TaKace bc^mcokhmmh 4)H3HOJiorHHecKH cobmccthmbimh 
BcnoMoraTejibHtiMH b em ecra aM h (B) co^ep^cHT no MeHtmen Mepe oahh cHHTeranecKHH hjih 
npnpoAHbiH nojiHMep (B) h Heo6fl3aTejibHo no MeHtmeft Mepe oahh bock (r) h b KOTopoft 

KOMnOHeHT (B) H B03M05KHO npHCyTCTByiOIIJHH KOMnOHeHT (r) oGjia^aiOT COnpOTHBJieHHeM 

pa3pyinerono no MeHtuien Mepe no 500 H, a TaioKe othochtca k cnocoGy npnroTOBjieHHfl 
noAoGHOH, npe^jiaraeMon b H3o6peTeHHH JieKapcTBeHHoft c|)opMBi. 

MHo^cecTBo (J>apMaijeBTHHecKHx AeftcTByiomHx BemecTB, Hap^Ay co cBoeft 

HCKJIIO^HTeJIBHO BBICOKOH 3(J)(J)eKTHBHOCTI>IO, KOTOpyiO OHH np05IBJI5II0T npH 

cooTBeTCTByiomnx nx npnMeHeHHio noica3aHH5ix, noTemjHajiBHo 5ibji5iiotc5i Taioice 
oG'beKTOM hx HeMeAHi^HHCKoro ynoTpe6jieHH5i, T.e. ohh MoryT Hcnojib30BaTBC5i c ijejiBio 
Bbi3BaTt 3(J)(J)eKTBi, He cooTBeTCTByioiUHe hx npHMeHeHHio no np^iMOMy Ha3HaneHHio. B 
KanecrBe npHMepa noAoGHbix BemecTB mo»cho Ha3BaTB onnaTBi, KOTopBie jibji5iiotc5i 

BBICOK03(J)(J)eKTHBHBIMH 6oJieyTOJI5IIOIIJHMH Cpe^CTBaMH, npHMeHSieMBIMH npH CHJIBHBIX H 
OHeHB CHJIBHBIX 6oJI5IX, H KOTOpBie HaCTO HCnOJIB3yiOTC5I npHCTpaCTHBUIHMHC^ K HHM HJIH 
3JIOynOTpe6jI5HOIHHMH HMH JHOAI>MH C I^eJIBK) BBI3BaTB nOAoGHbie OnBHHeHHK) 
3H(})OpH I ieCKHe COCT05IHH5I. 

,H,jT5i HeMeOTi^HHCKoro ynoTpe6jieHH5i noAoGHoro po^a BemecTB cooTBeTCTByiomHe, 
coAep^camne hx jieicapcTBeHHBie cf)opMbi, HanpHMep TaGjieTKH hjih KancyjiBi, H3MejiB^aiOT, 
HanpHMep, b erynKe, H3 nojiyneHHoro tekhm nyTeM nopouiKa SKCTparnpyioT AeftcTByiomee 
BeiqecTBo c noMoiijbio npeHMynjecTBeHHo boahoh )khakocth h nojiyneHHBift pacTBop, 
HHor^a nocjie ero (|)HjiBTpau,HH nepe3 BaTy hjih ijejiJiioji03y, bboa^t ce6e napeHTepajibHo, 
oGbihho BHj^TpHBeHHo. IIpH BBe^eHHH AeHcrsyioinero BemecTBa b opraHH3M TaKHM 
cnoco6oM no cp aB h eH hio c nepopajiBHBiM npneMOM AeftcTByiomero BemecTBa b 
HeMe^Hi^HHCKHx ijejmx ^onojiHHTejiBHo ycKop5ieTC5i ero nocTynjieHHe ("npHTOK") b 
opraHH3M c AOCTH^iceHHeM TpeGyeMoro pe3yjiBTaTa, a hmchho TaK Ha3BiBaeMoro Gbierporo 
"npHxoAa" hjih M KaH(|)a M . FIoAoGHoe 6BicTpoe HaerynjieHHe "Kaft^a" AocraraeTCfl TaK)Ke npn 
Ha3ajiBHOM BBe^eHHH, T.e. npn HioxaHBe, H3MejiBneHHOH b nopomoK JieKapcTBeHHoft 
4)opMBi. ITocKOJiBKy npeAna3Ha x ieHHbie jijift npneMa BHyTpB JieicapcTBeHHBie 
peTap^-(J)opMBi, KOTopBie coAep^caT ACHCTByiomne BemecTBa, noTeHijHajiBHo 5iBji5noiijHec5i 
o6i>eKTOM hx HeMe,zi,HU,HHCKoro ynoTpe6jieHH5i, Aa^Ke npn nepopajiBHOM npneMe b 
npe^naMepeHHo Gojibhihx KOJinnecTBax oGbihho He npHBOA^rr k TpeGyeMOMy GBicTpoMy 
h acTyn jieHHio "Kaft^a", TaKHe jieKapcTBeHHBie (|)opMBi Taioice noABepraioT b ijejiax 
HeMe^Hi^HHCKoro ynoTpe6jieHH5i coAep^caiijHxcfl b hhx AeftcTByiomHx BemecTB 
H3MejiBHeHHio h 3KCTparHpyioT H3 hhx AeftcTB}'iomHe BemecTBa. 

J\jik npeAOTBpameHH5i HeMeAHijHHcicoro ynoTpeGneHHH AeftcTByiomHx BemecTB b US 
4070494 Gbijio npe^Jio^KeHo AoGaBjniTB k JieKapcTBeHHoft cjDopMe HaGyxaiomee BemecTBo. 
TaKoe BemecTBo npn aoG aBjieHHH bo^h jijix 3KCTpaKii,HH ^encTByiomero BemecTBa 
HaGyxaeT, oGpa3y5i rejib, kotopbih cB5i3BiBaeT AeftcTByiomee BemecTBo, KOJiH^iecTBo 
KOToporo b oT^ejieHHOM ot reji^ (J)HjiBTpaTe b pe3yjiBTaTe 0Ka3BiBaeTca jihuib Ha 
h e 3H a^iHT e jib hom ypoBHe. 

Eme oahh noAxoA no npeAOTBpameHHio HeMeAnu,HHCKoro ynoTpe6jieHH5i AeftcTByiomnx 
BemecTB nyTeM hx napeHTepajiBHoro BBeAeHH5i b opraHH3M npeAJio^KeH b nyGjiHKaijHH WO 
95/20947, b KOTopon onncaHa MHorocjioftHa5i TaGjieTKa, KOTopan no otac jibh octh 
coAepacHT b pa3Hbix ee cjio5ix AeflcTByiomee BemecTBo, noTeHii,HajiBHo 5iBji5iiomeec5i 
o6i>eKTOM ero HeMeAHii,HHCKoro ynoTpeGjieHra, h no MeHbuien Mepe oahh 
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rejieo6pa30BaTejn> . 

,HpyroH noAxoA no npeAOTBpameHHio HeMeAHijHHCKoro ynoTpe6jieHH5i AeftcTByiomnx 
BemecTB nyTeM hx napeHTepajibHoro BBeAeHH5i b opraHH3M npeAJio^KeH b nyGjiHKaijHH WO 
03/015531 A2. B 3Toft nyGjiHKaijHH onncaHa jieKapcTBeHHaa (f)opMa, coAep^cama^i 
aHanreTHHecKHH onnoHA h KpacHTejib b Ka^ecTBe aBepcHBHoro (Bbi3biBaiomero 
OTBpameHHe) cpe^cTBa. EjiaroAap* TaKOMy KpacHTejiio jieKapcTBeHHaa (J)opMa npn 
coBepmeHHH c Heft HeAonycrHMbix MaHHnyji5iu,Hft 0KpauiHBaeTC5i b ijBeT, npn BHAe KOToporo 
nejioBeK AOJDKeH B03 r n,ep^cHBaTbC5i ot AajibHeftmero npHMeHeHH5i TaKoft jieKapcTBeHHoft 
4)opMbi. 

Eme OJXH& H3BeCTHa5I B03MO)KHOCTb, npH3BaHHa5I 3aTpy^HHTb HeMeAHU,HHCKOe 

ynoTpe6jieHHe AeftcTByiomnx BemecTB, aaKjno^aeTCfl b AoGaBjieHHH k JieKapcTBeHHoft 
4)opMe aHTaroHHCTOB AeftcTByiomHx BemecTB, HanpHMep HajiOKcoHa hjih HajrreKcoHa b 
cjiynae onnoHAOB, hjih cpeACTB, KOTopbie Bbi3biBaioT (J)H3HOJiorHHecKHe 3amHTHbie peafcu,HH, 
HanpHMep KopHH HneKaKyaHbi, HHane Ha3biBaeMoro pbothmm KopHeM. 

IlocKOJibKy, o^HaKO, jieicapcTBeHHbie 4>opMbi, co^ep^caiUHe npnroAHoe aji* 
HeMeAHU,HHCKoro ynoTpe6jieHH5i AeftcTByiomee BeujecTBo, ajia bo3mo3khocth ero bbcaghha b 
opraHH3M b HeMe^HijHHCKHx u,eji5ix b GojibuiHHCTBe cjiynaeB TpeGyeTca, KaK h paHee, 
H3MejibnaTb b nopoinoK, b ocHOBy HacTomijero H3o6peTeHH5i 6bijia nojiovKeHa 3aAana 
ocjio^khhtb npeAinecTByiomee HeMeAHii,HHCKOMy npHMeHeHHio AeftcTByiomero BemecTBa 
H3MejibHeHHe coAep)Kameft ero JieKapcTBeHHoft (J)opMbi b nopoinoK oGmhho HMeionjHMHCfl b 
pacnop5i^ceHHH n oapy^hlimh cpeACTBaMH, cootbctctbchho, Bocnpen5rrcTBOBaTb 
noAoGHOMy H3M ejibneHHio JieKapcTBeHHoft (|)opMbi h TeM caMbiM npeAJio^KHTb TBepAyio 
jieKapcTBeHHyio (f>opMy jjjik noTemjHajibHo 5iBji5nomHxc5i oG'beKTOM HeMeAHijHHCKoro 
ynoTpe6jieHH^ AeftcTByiomnx BemecTB, KOTopafl npn ee npHMeHeHHH no npjiMOMy 
Ha3HaHeHHio npo5mji5uia 6bi TpeGyeMoe TepaneBTHnecKoe AeftcTBHe, ho coAep^KaiijHecfl b 
KOTopoft AeftcTByiomHe BemecTBa hcbo3mo)kho 6bijio 6bi nepeBec™ b npnroAHyio hx 
HeMeAHU,HHCKoro BBeAeHH5i b opraHH3M (J)opMy nyTeM npocToro H3Mejn>HeHH5i TaKoft 
JieKapcTBeHHoft (^opMbi b nopoinoK. 

YKa3aHHa5i 3aAana pemaeTCJi c noMonjbio npeAJiaraeMoft b H3o6peTeHHH, 3amHmeHHoft 
ot npHMeHeHHH He no Ha3HaneHHio, TepMO(J)opMOBaHHoft 6e3 3KCTpy3HH JieKapcTBeHHoft 
4)opMbi, KOTopa* Hap^Ay c o^hhm hjth HecKOJibKHMH AeftcTByiomHMH BemecTBaMH (A), 
noTeHii,HajibHo 5iBji5iiomHMHC5i o6i>eKTOM hx h eM eAHii,HHCKo ro ynoTpe6jieHH5i, coAep^KHT no 
MeHbuieft Mepe oahh chh t cthh ecKHft hjih npnpoAHbift nojiHMep (B) h Heo6fl3aTejibHo no 
MeHbuieft Mepe oahh bock (r) h b KOTopoft KOMnoHCHT (B) h bo3mo)kho npncyTCTByiomnft 
KOMnoHCHT (r) oGjia^aiOT conpoTHBjieHHeM pa3pyuieHHio no MeHbnieft Mepe no 500 H. 

EjiaroAapa npHMeHeHHio nojiHMepoB c yKa3aHHbiM MHHHMajibHbiM conpoTHBjieHHeM 
pa3pyHieHHio (H3Mep5ieMbiM no onncaHHoft HH^ce MeTOAHKe), npeAiioHTHTejibHo b TaKHx 
KOJiH^ecTBax, npn kotopmx h jieKapcTBeHHaa (J)opMa HMeeT TaKoe )Ke MHHHMajibHoe 
conpoTHBjieHHe pa3pymeHHio, cocraBji5iiomee no MeHbuieft Mepe 500 H, yAaeTCJi 
Bocnpen5iTCTBOBaTb H3MejibneHHio JieKapcTBeHHoft (|)opMbi b nopoinoK c noMombio 

o6bI*lHbIX nOAPy^HblX CpeACTB H TeM CaMbiM 3Ha*lHTeJIbHO 3aTpyAHHTb, COOTBeTCTBeHHO, 

npece^b nocjie^yiomee ee npHMeHeHHe He no Ha3Ha T ieHHio. 

OGycnoBjieHo 3to TeM, hto 6e3 AOCTaTOHHoro H3MejibHeHH5i JieKapcTBeHHoft 4>opMbi 
HCKjnoHaeTC5i B03M0»cH0CTb napeHTepajibHoro, npe^c^e Bcero BHyTpHBeHHoro, 
6e3onacHoro bbcachhe coAcp^cameroc5i b Heft AeftcTByiomero BemecTBa b opraHH3M jih6o 
3KCTpaKi^H5i H3 Hee coAep»cameroc5i b Heft AcftcTByiomero BemecTBa npoAOJi^caeTCH 
cjihhikom aojito, COOTBeTCTBeHHO, npn ee nepopajibHOM npneMe b HeMeAHijHHCKHx ii,eji5ix He 
npoHcxoAHT GbicTporo HacrynjieHH5i "Kaft(J)a M H3-3a OTcyTCTBH5i cnoHTaHHoro 
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BticBoGo^KAeHHfl H3 Hee AeficTByiomero BemecTBa. 

IloA H3Mejib*ieHHeM jieicapcTBeHHOH (J)opMi>i b nopoiuoK corjiacHo HacTomijeMy 
H3o6peTeHHio no,n,pa3yMeBaeTC5i ee HSMejib^ieHHe ao noponiKoo6pa3Horo coctojihh5i 
oGbi^HbiMH, HMeiomHMHCH b pacnopjDKeHHH noApyHHbiMH cpeACTBaMH, TaKHMH, HanpHMep, 
KaK cTynKa h necTHK, mojiotok, KonoTyniKa hjih HHbie o6nxoAHbie cpeACTBa, no3BOJi5nonjHe 
c npHjio^ceHHeM cooTBeTCTByiomero ycHjina H3Mejib*iaTb TBepAtie m aT ep h a jibi b noponioK. 

B cooTBeTCTBHH c 3thm npeAJiaraeMaa b H3o6peTeHHH jieKapcTBeHHa5i (|)opMa npnroAna 
AJifl npeAOTBpameHH5i npHMeHeHHJi AeftcTByiomHx BenjecTB, npeAnoHTHrejibHo 

(J)apMail,eBTHHeCKHX AeHCTByiOIAHX BeiqeCTB, nOTeHIJHaJIbHO 5IBJI5HOIIJHXC5I o6l>eKTOM HX 

HeMeAHU,HHCKoro ynoTpe6jreHH5i, He no Ha3HaHeHHK> nyTeM hx napeHTepajibHoro, 
Ha3ajibHoro h/hjih nepopajibHoro BBeAeHHH b opraHH3M. 

<DapMau,eBTH*iecKHe AeftcTByiomHe BemecTBa, noTemjHajibHo 5iBji5iiomHec5i o6i>eKTOM hx 
HeMeAHU,HHCKoro ynoTpe6jieHH5i, paBHo KaK h hx npHMeH5ieMbie KOJinnecTBa h cnocoGbi hx 
nojiyneHHfl H3BecTHbi cneijHajiHCTaM b AaHHoft oojiacra h MoryT npncyTCTBOBaTb b 
npeAJiaraeMoft b H3o6peTeHHH neKapcTBCHHOH (J)opMe KaK TaKOBbie, b BHAe hx 
cooTBeTCTByiomHx npoH3BOAHbix, npeacAe Bcero cjio^khbix hjih npocTbix 3(f)HpoB, jihoo b 
BHAe cooTBeTCTByiou^Hx (|)H3HonorHHecKH coBMecTHMbix coeAHHeHHH, npewje Bcero b BHAe 
hx cooTBeTCTByiomHx cojieft hjih cojibBaTOB, a TaK^Ke b BHAe paijeMaTOB HJIH 
CTepeoH30MepoB. IIpeAnaraeMafl b H3o6peTeHHH jieKapcTBeHHafl $opMa npnroAHa TaK^Ke 
AJi5i BBeAeHH5i b opraHH3M b ee cocrase HecKOJibKHx (|)apMau,eBTHHecKHx AeHCTByiomnx 
BemecTB. B npeAno^THTenbHOM BapnaHTe, OAnaKo, npeAJiaraeMaa b H3o6peTeHHH 
jieKapcTBeHHaa (|)opMa coAep^cHT tojibko oaho onpeAejieHHoe AeftcTByiomee BemecTso. 

IlpeAJiaraeMa^ b H3o6pereHHH jieKapcTBeHHaa <J)opMa npHroAHa npe^cAe Bcero jxjisi 
npeAOTBpameHH5i HeMeAHipiHCKoro ynoTpe6neHH5i no MeHbuien Mepe oahoto 
c^apMai^eBTH^ecKoro AeftcTByioiijero BemecTBa, BbiGpaHHoro H3 rpynnbi, BKjnonaiomeH 
onnoHAbi, TpaHKBHjiH3aTopbi, npeAnoHTHTejibHo 6eH30Ana3enHHbi, 6ap6HTypaTbi, 
CTHMyjiOTopbi h Apyrne HapKOTHHecKHe cpeACTBa. 

IlpeAJiaraeMaH b H3o6pereHHH jieKapCTBeHHasi (J)opMa HanGojiee npnroAHa rjix 
npeAOTBpameHHH HeMeAHijHHCKoro ynoTpe6jieHH5i onnoHAa, TpaHKBHjiH3aTopa hjih HHoro 
HapKOTHHecKoro cpeACTBa, BbiGpaHHoro H3 rpynnbi, BKjiiOHaiomeH 

N- { 1 - [2-(4-3THJI-5-0KC0-2-TeTpa30JIHH- 1 -HJl)3THJl] - 

4- MeTOKCHMeTHji-4-nHnepHAHji}nponHOHaHHjiHA (ajib(J)eHTaHHji), 
5,5-AHajuiHji6ap6HTypoByio KHCJioTy (ajuio6ap6HTaji), ajunuinpoAHH, ajib(J)anpoAHH, 
8-xjiop-l-MeTHji-6-4)eHHji-4H-[l,2,4]TpHa30Jio[4,3-a][l,4]-6eH30AHa3enHH (ajinpa30JiaM), 
2-AH3THjiaMHHonponHO(J)eHOH (aM(|)enpaMOH), (±)-oc-MeTHji(J)eHeTHjiaMHH (aM(|)eTaMHH), 
2-(a-MeTHji(|)eHeTHjiaMHHo)-2-(J)eHHjiai^eTOHHTpHn (aM(|)eTaMHHHji), 

5- 3THji-5-H3oneHTHji6ap6HTypoByio KHCJioTy (aMooapGHTaji), aHHjiepHAHH , anoKOAeHH, 
5,5-AH3THji6ap6HTypoByio KHCJioTy (6ap6HTaji), 6eH3HjiMop4)HH, 6e3HTpaMHA, 
7-6poM-5-(2-nHpHAHji)-lH-l,4-6eH30Ana3enHH-2(3H)-oH (6poMa3enaM), 
2-6poM-4-(2-xjiopci)eHHji)-9-MeTHn-6^-THeHo[3,2-f][l,2,4]TpHa30Jio[4,3-a][l,4]AHa3enHH 

(6pOTH30JiaM), 

1 7-ii,HKjionponHjiMeTHji-4,5 a-3noKCH-7a [(S)- 1 -thapokch- 1 ,2,2-TpHMeTHjinponnji] - 

6- MeTOKCH-6,14-3HAO-3TaHOMop4>HHaH-3-oji (6ynpeHop4)HH), 
5-6yTHji-5-3THji6ap6HTypoByio KHCJioTy (GyToGapGnraji), 6yTopcJ)aHOJi, 
(7-xjiop-l,3-AnrHApo-l-MeTHji-2-OKCo-5-(J)eHHji-2H- 

1 ,4-6eH30Ana3enHH-3-Hji)AHMeTHjiKap6aMaT (KaMa3enaM), 

( 1 S ,2S)-2-aMHHo- 1 -<|)eHHji- 1 -nponaHOJi (KaTHH/D-HopnceBA03(|)eApHH), 4-okcha 

7- xjiop-H-MeTHJi-5-(|)eHHji-3H- 1 ,4-6eH30Ana3enHH-2-HjiaMHHa (xjiopAna3enoKCHA), 
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7-xjiop-l-MeTHji-5-4)eHHji-lH-l,5-6eH30 F n;Ha3enHH-2,4(3H,5H)- r zi 1 HOH (Kjio6a3aM), 
5-(2-xjiop(|)eHHjT)-7-HHTpo- 1 H- 1 ,4-6eH30AHa3enHH-2(3H)-0H (KjioHa3enaM), KjioHHTa3eH, 
7-xjiop-2,3-AHrH,zi,po-2-oKco-5-4)eHHji- 1 H- 1 ,4-6eH30AHa3enHH-3-Kap6oHOByio khcjioty 
(xjiopa3enaT), 5-(2-xjiopc|)eHHji)-7-3THji-l-MeTHji-lH-THeHo[2,3-e][l,4]AHa3enHH-2(3H)-oH 
(KjioTHa3enaM), 

1 0-xnop- 1 1 b-(2-xjiop(J)eHHji) -2,3,7,11 b-TeTparn T n,pooKca30Jio [3 ,2-( 1 ] 
[l,4]6eH30AHa3enHH-6(5H)-0H (KjioKca30JiaM), 

(-)-MeTHji-[3(3-6eH30HjioKCH-2|3(laH,5aH)-TponaHKap6oKCHjiaT] (KOKanH), 
4,5a-3noKCH-3-MeTOKCH-17-MeTHji-7-Mop(j3HHeH-6a-ojT (koachh), 

5- (l-i^HKjioreKceHHji)-5-3THn6ap6HTypoByio KHCJiOTy (i^HKjio6ap6HTaji), UHKjiopcjDaH, 
u,HnpeHopc|)HH, 7-xjiop-5-(2-xnop4)eHHJi)-lH-l,4-6eH30AHa3enHH-2(3H)-OH (Aejiopa3enaM), 

,U,e30MOp(]DHH, ^eKCTpOMOpaMHA, 

(+)-(l-6eH3Hji-3-AHMeTPijiaMHHo-2-MeTHji-l-(J)eHHjinponpiji)nponpioHaT 
(AeKCTponponoKCH(|)eH), Ae30ii,HH, AHaMnpoMHA, AHaMopc})OH, 
7-xjiop-l-MeTHJi-5-(i)eHHJi-lH-l,4-6eH30AHaTenHH-2(3H)-OH (AHa3enaM), 
4,5a-3noKCH-3-MeTOKCH- 17-MeTHji-6a-Mop4)HHaHOJi (AHrHApoKOAeHH), 

4,5a-3nOKCH-17-MeTHJI-3,6a-MOp(f)HHaHAHOJI (AHrHApOMOp(|)HH), AHMeHOKCaAOJI, 

AHMe(|)enTaHon, AHMeTHjiraaMGyTeH, AHOKcacJ)eTHji6yTHpaT, AHnnnaHOH, 
(6aR,10aR)-6,6,9-TpHMeTHji-3-neHTHjr-6a,7,8,10a-TeTparHApo-6H-6eH3o[c]xpoMeH-l-oji 
CapoHaGHHOJi), 3nTa30ijHH, 8-xjiop-6-(|)eHPtJi-4H-[l,2,4]TpHa3ono[4,3-a] [l,4]6eH30AHa3enHH 
(3CTa30JiaM), 3TorenTa3HH, 3THjiMeTHjiTHaM6yTeH, 
3THji-[7-xjiop-5-(2-4)Top(J)eHHji)-2,3-AHrHApo-2-oKco-lH- 
1 ,4-6eH30AHa3enHH-3-Kap6oKCHjiaT] (3THjuio(J)jia3enaT), 

4,5a-3nOKCH-3-3TOKCH-17-MeTHJI-7-MOp(|)HHeH-6a-OJl (3THJIMOp(])HH), 3TOHHTa3eH, 

4,5a-3noKCH-7a-( 1 -rHApoKcn- 1 -Me™n6yTHji)- 

6- MeTOKCH-17-MeTHJI-6,14-3H r Zi;0-3TeHOMOp4)HHaH-3-OJI (3TOp(|)HH), 
N-3THJI-3-(|)eHHJI-8,9,10-TpHHOp6opHaH-2-HJiaMHH ((|)eHKaM(|)aMHH), 

7- [2-(a-MeTHJI(|)eHeTHJiaMHHO)3THJl]TeO(J)HJlJIHH) ((JjeHeTHJIJIHH), 

3-(a-MeTHji(J)eHeTHjiaMHHo)nponHOHHTpHjT (c|)eHnponopeKc), 
N-(l-(J)eHeTPui-4-nHnepH r iiHji)nponHOHaHHjiH F a ((jDeHTamui), 

7-xjiop-5-(2-(|)Top4)eHHji)-l-MeTHji-lH-l,4-6eH30AHa3enHH-2(3H)-oH ((J)jiyAHa3enaM), 

5 - (2-(J)Top(|)eHHji)- 1 -MeTHji-7-HHTpo- 1H- 1 ,4-6eH3O r 0,Ha3enHH-2(3H)-oH (<J)jiyHHTpa3enaM) , 

7-XJIOp-l-(2-AH3THJiaMHH03TH^ 

((J)nypa3enaM), 7-xjiop-5-(^eHHji-l-(2,2,2-TpH(^Top3THji)-lH-l,4-6eH30AHa3enHH-2(3H)-oH 
(rajia3enaM), 

10-6poM-llb-(2-(J)Top(|)eHHji)-2,3,7,llb-TeTparHApoLl,3JoKca3OJioL3,2-dJ 
[l,4]6eH30AHa3enHH-6(5H)-0H (rajiOKca30JiaM), repoHH, 

4,5a-3nOKCH-3-MeTOKCH-17-MeTHJI-6-MOp(J)HHaHOH (rHApOKOAOH), 

4,5a-3noKCH-3-rHApoKCH-17-MeTHji-6-Mopc|)HHaHOH (rHApoMop(J)OH), rHApoKCHneraAHH, 

H30MeTaAOH, rHApOKCHMCTHJ!MOp(J)HHaH, 

1 1 -xnop- 8, 1 2b-AHrHApo-2,8- AHMeTHji- 1 2b-(|)eHHji-4H- [1,3] OKca3HHo[3 ,2-d] 
[l,4]6eH30AHa3enHH-4,7(6H)-AHOH (KeTa30JiaM), 

1 - [4-(3-rHApoKCH(|)eHHji)- 1 -MeTHJi-4-nHnepHAHji] - 1 -nponaHOH (kctoGcmhaoh), 
(3S,6S)-6-AHMeTHjiaMHHo-4,4-AH(|)eHHjirenTaH-3-Hjiaii,eTaT (jieBaii,eTHjiMeTaAOJi (JIAAM)), (- 
)-6-AHMeTHjiaMHHo-4,4-AH(|)eHHn-3-renTaHOH QieBOMeTaAOH), (-)-17-MeTHji-3-Mop4)HHaHOJi 
(jieBop^aHOJi), jieBoc^eHai^HjiMop^aH, jio(|>eHTaHHji, 

6- (2-xjiop(|)eHHji)-2-(4-MeTHji-l-nHnepa3HHHjTMeTHjieH)-8-HHTpo-2H-HMHAa3o[l,2-a] 
[ 1 ,4]6eH30AHa3enHH- 1 (4H)-oh (jionpa30JiaM), 



CTpaHni^a: 7 



RU 2 354 357 C2 



7-xjiop-5-(2-xjiop(^eHHji)-3-rH r ii 1 poKCH-lH-l,4-6eH30 r HHa3enHH-2(3H)-oH (jiopa3enaM), 

7- xjiop-5-(2-xjiop(|)eHHjT)-3-rH r ii l poKCH-l-MeTHjT-lH-l,4-6eH30AHa3enHH-2(3H)-oH 
(jiopMeTa3enaM), 5-(4-xnop(|)eHHji)-2,5-AHrH r zi,po-3H-HMH r zi,a3o[2,l-a]H30HH^oji-5-oji 
(Ma3HHAOJi), 7-xjiop-2,3- r AHrHApo-l-MeTHn-5-(J)eHHji-lH-l,4-6eH30 r HHa3enHH (MeAa3enaM), N- 
(3-xjiopnponHji)-a-MeTHji(^eHeTHnaMHH (Me(|>eHopeKc), Menepn^HH, 
2-MeTHji-2-nponHnTpHMeTHneHAHKap6aMaT (Menpo6aMaT), MenTa3HHOJi, MCTa30u,HH, 

MCTHJIMOp(J)HH , N,a-AHMeTKJI(|)eHeTHJTaMHH (MeTaM(J)eTaMHH), 

(±)-6- r n,HMeTHjiaMHHo-4,4-AH(|)eHHji-3-renTaHOH (MeTa^cm), 

2-MeTHJI-3-0-TOJIHJI-4(3H)-XHHa30JIHHOH (MeTaKBaJIOH), 

Meraji[2-(J)eHHji-2-(2-nHnepTOPiji)ai],eTaT](MeTHn(|)eHHaaT), 

5- 3THji-l-MeTHji-5-4)eHHji6ap6HTypoByio khcjioty (MeTHji(^eHo6ap6HTaji), 

3.3- AH3THji-5-MeTHji-2,4-nHnepH r a,HH,ii,HOH (mcthitphjioh), MeTonoH, 

8- xjiop-6-(2-(|)Top(|)eHHji)-l-MeTHji-4H-HMHAa3o[l,5-a][l,4]6eH30 r zi,Ha3enpiH (MH^a30JiaM), 

2-(6eH3rHApHJicyjib-(|)HHHji)ai^eTaMHA (Mo^ac^HHHji), 
4,5a-3noKCH-17-MeTHji-7-Mop(|)HHeH-3,6a- > i],HOJi (mop4>hh), mhpcxJdhh, 
(±)-TpaHc-3-(l , 1 -^HMeTHjirenTHji)- 

7,8,10,1 Oa-TeTparp^po- 1 -rHApoKCH-6,6-AHMeTHji-6H-AH6eH30 [b,d] nHpaH-9(6aH)-oH 
(HaGnjioH), Hajn>6y(|)eH, Hajiop4)HH, Hapii,eHH, hhkomop^hh, l-MeTHji-7-HHTpo-5-(J)eHHji- 1 H- 

1 .4- 6eH30AHa3enHH-2(3H)-0H (HHMeTa3enaM), 
7-HHTpo-5-(J)eHHji-lH-l,4-6eH30AHa3enHH-2(3H)-oH (HHTpa3enaM), 
7-xjiop-5-4)eHHjT-lH-l,4-6eH30OTa3enHH-2(3H)-oH (Hop,zja3enaM), HopjieBopcjDaHOJi, 

6- r n,HMeTHjiaMHHo-4,4- F n,H4)eHHji-3-reKcaHOH (HopMeTa^oH), HopMopcf)HH, HopnHnaHOH, 
CBepHyBinHHC5i cok pacTeHHH, OTHOC5imHXC5i k BH^y Papaver somniferum (oiihh), 

7- xjiop-3-rHApoKCH-5-(|)eHHji-lH-l,4-6eH30AHa3enHH-2(3H)-oH (oKca3enaM), 
(ipic-TpaHc)- 1 0-xjiop-2,3 ,7,11 b-TeTpartmp o-2-MeTHji- 1 1 b- 4>eHHjioKca30Jio [3 ,2-d] 
[l,4]6eH30AHa3enHH-6-(5H)-0H (0Kca30JiaM), 

4,5a-3nOKCH-14-rH r HpOKCH-3-MeTOKCH-17-MeTHJI-6-MOp(J)HHaHOH (OKCHKOAOH), OKCHMOp(|)OH, 

pacTeHHH h nacTH pacTeHHH, oTHocflmHxcfl k BH^y Papaver somniferum (BKjuonafl 
noABPia setigerum), nanaBepeTyM, 2-HMHHo-5-(f)eHHji-4-oKca3onHAHHOH (nepHOJiHH), 
1, 2,3,4,5 ,6-reKcarH^po-6,ll-OTMeTHji-3-(3-MeTHji-2-6yTeHHji)-2,6-MeTaHo-3-6eH3a30i^HH-8-oji 
(neHTa30i^HH), 5-3THji-5-(l-MeTHji6yTHji)-6ap6HTypoByio KHCJioTy (neHTo6ap6HTaji), 
3THji(l-MeTHji-4-(J)eHHn-4-nHnepHAHHKap6oKCHjiaT) (neTH^HH), (J)eHaAOKcoH, (f)eHOMop<f)aH, 
4>eHa30U,HH, 4>eHonepHAHH, n hm hh o^hh , (Jdojikoachh, 3-MeTHji-2-(^eHHjiop4)OJiHH 
(c|)eHMeTpa3HH), 5-3THji-5-(f>eHHji6ap6HTypoByio khcjiotv ((]DeHo6ap6HTaji), 
a,a-AHMeTHji(J)eHeTHjiaMHH ((J)eHTepMHH), 

7-xjiop-5-(|)eHHji-l-(2-nponHHHji)-lH-l,4-6eH30 r z],Ha3enHH-2(3H)-OH (nHHa3enaM), 
a-(2-nHneppm,HJi)6eH3rHApHjioBbitt cirapT (nHnpa^poji), 

l , -(3-i^HaHo-3,3-AH(J)eHHJinponHJi)[l,4 , -6HnHnepHAHH]-4 , -Kap6oKcaMH r A (irapHTpaMHA), 
7-xjiop- 1 -(u,HKjionponHnMeTHji)-5-(t)eHHji- 1H- 1 ,4-6eH30,a;Ha3enHH-2(3H)-0H (npa3enaM), 
npcxjDaAOJi, nporeirra3HH, npoMe^oji, nponepmmH, nponoKCHcfreH, 
N-(l-MeTHji-2-nHnepHAHH03THji)-N-(2-nHpH^Hji)nponHOHaMHA, mcthji 
{3-[4-MeTOKCHKap6oHnn-4-(N-(|)eHHjinponaHaMHAo)nHnepHAHHo]nponaHoaT) 
(peMH(|)eHTaHHJi), 5-BTop-6yTHji-5-3THji6ap6HTypoByio KHCJioTy (ceK6yTa6ap6HTan), 
5-ajinHji-5-(l-MeTHji6yTHji)6ap6HTypoByio KHCJioTy (ceico6ap6HTaji), N-{4-MeTOKCHMeTHji-l- 
[2-(2-THeHHjr)3THji] -4-nHnepHAHji } nponHOHaHMjiH^ (cy (jDeHTamui) , 

7-xjiop-2-rHApoKCHMeTHji-5-(J)eHHji-lH-l,4-6eH30AHa3enHH-2(3H)-oH (TeMa3enaM), 7-xjiop-5- 
( 1 - AHKjioreKceHHji)- 1 -Meraji- 1 H- 1 ,4-6eH3COTia3enHH-2(3H)-oH (TeTpa3enaM), 

3THJl(2-,ZI,HMeTHJiaMHH0-l-(|)eHHJI-3-II,HKJI0reKCeH-l-Kap60KCHJiaT) (thjih^hh (i^hc h TpaHc)), 
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TpaMa^oji, 

8-xjiop-6-(2-xjiop(|)eHHjT)-l-MeTHjT-4H-[l,2,4]TpHa30JTo[43-a][l,4l6eH30AHa3enHH 
(TpHa30JiaM), 5-(l-MeTPui6yTHji)-5-BHHHji6ap6HTypoByio khcjioty (BHHHjiGnTaji), (lR,2R)-3- 

(3-AHMeTPIJiaMHHO-l-3THJl-2-MeTHJinponHJl)(|)eHOJI, 

(lR,2R,4S)-2-[AHMeTHjiaMHHo)MeTHji-4-(n-(f)Top6eH3HjioKCH)-l- 
(n-MeTOKCH(|)eHHjT)ii ( HKjioreKcaHon, 

(lR,2R)-3-(2-^HMeTHjiaMHHOMeTHjmHKjio-reKCHji)4)eHOJi, 

(lS,2S)-3(3-AHMeTPijiaMHHo-l-3THji-2-MeTHjinponHji)(|)eHOJi, 

(2R3R)-l-OTMeTPmaMHHo-3-(3-MeTOKCH(})eHHji)-2-MeTPijineHTaH-3-on, 

(lRS3RS,6RS)-6-ziHMeTHnaMHHOMeTHji-l-(3-MeTOKCH(J)eHHji^HKjioreKcaH-13- 
npe^no^THTejitHo b bhac pau,eMaTa, 

3-(2-AHMeTHJiaMHHOMeTHJI- 1 -rt3,ZI,pOKCHU,HKJIOreKCHJl)4)eHHJT-2- 

(4-H3o6yTHji(|)eHHji)nponHOHaT, 

3-(2-AHMeTMJiaMHHOMeTHJI- 1 -rPI r II,pOKCHIl,HKJIOreKCHJl)(f)eHHJI-2- 

(6-MeTOKCHHacJ)TajiHH-2-HJi)nponHOHaT, 
3-(2-AHMeTHjiaMHHOMeTHj^HKjioreKc-l-eHH^ 

3-(2-AHMeTHJiaMHHOMeTHJII^HKJIOreKC-l-eHHJl)(|)eHHJI-2- 
(6-MGTOKCHHa(J)TaJIHH-2-HJl)nponHOHaT, 

3-(2-AHMeTtmaMHHOMeTHJI-l-rPl r ZI,pOKCHI^HKJIOreKCHJl)(})eHHJIOBLIH 3(})Hp 
(RR-SS)-2-ail,eTOKCH-4-TpH(J)TOpOMeTHJl6eH30HHOH KHCJIOTbl, 
3-(2-AHMeTPmaMHHOMeTHJI-l-rH F ZI,pOKCHU,HKJIOreKCHJl)4)eHHJTOBI>IH 3(J)Hp 
(RR-SS)-2-rH F H,pOKCH-4-TpH4)TOpOMeTHJl6eH30HHOH KHCJIOTbl, 
3-(2-AHMeTHJiaMHHOMeTHJI-l-rPJ r ZI,pOKCHII,HKJIOreKCHJl)(|)eHHJIOBI>IH 3(J)Hp 

(RR-SS)-4-xjiop-2-rpi r zi;poKCH6eH30HHOH khcjiotm, 

3-(2-AHMeTHJiaMHHOMeTHJI- 1 -rH^pOKCHI^HKJIOreKCHJl)(J)eHHJIOBI>IH 
3(|DHp(RR-SS)-2-rK F Ii;pOKCH-4-MeTHJl6eH30HHOft KHCJIOTbl, 
3-(2-AHMeTHJiaMHHOMeTHJI-l-rPiApOKCHII,HKJIOreKCHJl)(|)eHHJIOBI>IH 3(J)Hp 
(RR-SS)-2-rHApOKCH-4-MeTOKCH6eH30HHOH KHCJIOTbl, 
3-(2-AHMeTPUiaMHHOMeTHJI- 1 -rH^pOKCHI^HKJIOreKCHJl)(J)eHHJIOBLIH 
3(J)Hp(RR-SS)-2-rPm:pOKCH-5-HHTpo6eH30HHOH KHCJIOTbl, 

3-(2-AHMeTHJiaMHHOMeTHJI-l-rtI F Ii;pOKCHU,HKJTOreKCMJl)(|)eHHJTOBI>IH 3(J)Hp 

(RR-SS)-2 , ,4 , - r a,H(|)Top-3-rH r z],poKCHAH4)eHHji-4-Kap6oHOBOH khcjiotbi, a Taioice 
cooTBeTCTByiomHe cTepeoH30MepHbie coeAHHeHHJi, hx cooTBeTCTByiomHe npoH3BOAHbie, 
npe^K^e Bcero aMHAbi, cjio^KHbie hjih npodbie 3(f>Hpbi, h hx 4)H3HOJiorHHecKH coBMeciHMbie 
coe,AHHeHH5i, npe^cAe Bcero hx cojih h cojibBaTbi, HanGojiee npe^noHTHTejiBHo 
rHApoxjiopHAM. 

ripeAJiaraeMan b h3o6pctchhh jieKapcTBeHHaa (J)opMa npnroAHa npe^cAe Bcero a™ 
npeAOTBpameHH5i HeMeAHijHHCKoro ynoTpe6jieHH5i onHOHAHoro AeftcTByiomero BemecTBa, 
Bbi6paHHoro H3 rpynnLi, BKjuonaiomeH okchkoaoh, thapomop^oh, mopcJdhh, TpaMaAOJi h 

HX (|)H3HOJIOrHHeCKH COBMeCTHMbie npOH3BOAHbie HJIH COeAHHeHH5I, npeAnOHTHTeJIBHO HX 

cojih h cojiBBaTM, npeAno^THTejibHo HX rHApoxjiopHAbi. 

IlpeAJiaraeMa^ b H3o6pereHHH jieKapcTBeHHa^ (J>opMa HanGojiee npnroAHa TaK^ce am 
npeAOTBpaineHHH HeMeAHijHHCKoro ynoTpe6jieHH5i onHOHAHoro AeftcTByiomero senjecTBa, 
BbiGpaHHoro H3 rpynnbi, BKjnonaioineH 
(lR,2R)-3-(3-AHMeTPuiaMHHo-l-3THji-2-MeTHjinponHji)(J)eHOJi, 
(2R3R)-l-AHMeTHjiaMHHo-3-(3-MeTOKCH(J)eHHji)-2-MeTPijineHTaH-3-on, 

( 1 RS , 3RS ,6RS)-6- AMMeTHjiaMHHOMeTHji- 1 -(3-MeTOKCH(J)eHHji)ii,HKjioreKcaH- 1 ,3- ahoji, (1R,2R)- 

3-(2-AHMeTHJiaMHHOn3THJIU,HKJIO-reKCHn)(i)eHOJI, HX (|)H3HOJIOrHHeCKH COBMeCTHMbie COJIH, 
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npe^nO^THTeJIbHO THApOXJIOpHABI, (j}H3HOJIOrHneCKH COBMeCTHMbie BHaHTHOMepbl, 

CTepeoH30Mepbi, AHacrepeoMepBi h paijeMaTti h hx (J)H3HOJiorHnecKH coBMecraMBie 

npOH3BOAHBie, npeAnOHTHTeJTBHO npOCTbie 3(]3HpBI, CJIO^KHBie 3(|)HpBI H aMHABI. 

3th coeAHHeHH5i, cooTBeTCTBeHHo, cnoco6Bi hx nojiyneHHH onncaHBi b 3a5iBKax 
EP-A-693475, cootbctctbchho EP-A-780369. B cootbctctbhh c 3thm yica3aHHBie 
ny6jiHKau,HH BKjnoneHBi b HacTO5imee onncaHHe b KanecTBe ccbijikh h coeraBjiflioT ero nacTB. 

npH^aHH5i npeAJiaraeMoft b H3o6peTeHHH JieKapCTBeHHOft (J)opMe hcoGxoahmoto 
conpoTHBjieHH5i pa3pynieHPiio HcnojiB3yioT no MeHBineft Mepe oahh cHHTeTHHecKHft hjih 
npHpoAHBift nojiHMep (B) c conporaBjieHHeM pa3pynieHHio, H3MepeHHBiM b co otbctctbhh c 
npe^CTaBjieHHoft HH^ce b HacT05imeM onncaHHH mctoahkoii, no MeHBineft Mepe 500 H. B 
npe^no^THTejitHOM BapnaHTe jxjisl 3Toro HcnojiB3yioT no MeHBineft Mepe oahh nojiHMep, 
BBiGpaHHtiH H3 rpynnBi, BKjiio^aiomeft nojiHajiKHjieHOKCHABi, npeAnonTHTejiBHO 
nojiHMeTPineHOKCHA, nojni3THjieHOKCHA h nojranponHjieHOKCHA, nojiH3THjieH, 
nojinnponnjieH, hojihbhhhjixjiopha, nojnncapGoHaT, nojiHcrapoji, nonnaKpHjiaT, hx 
conojiHMepti h cMecH no MeHBineft Mepe AByx yKa3aHHBix nojiHMepoB. IIpeAnoHTHTejiBHBi 
npn 3tom BBicoKOMOJieKyji^pHtie, TepMonjiacTHHHBie nojinajiKHjieHOKCHABi. HanGojiee 

npeAnOHTHTeJIBHBI BBICOKOMOJieKyjIflpHBie nOJIH3THJieHOKCHABI C MOJieKyjIJipHOH Maccoft, 

onpeAGJieHHOH nyTeM peojiornnecKHx H3MepeHHft, no MeHBineft Mepe 0,5 mjih, 
npeAnoHTHTejiBHo ot no MeHBineft Mepe 1 mjih ao 15 mjih. B5I3koctb Taicnx nojiHMepoB 
npn 25°C npn H3MepeHHH Ha 5%-hom no Macce boahom pacTBope c noMonjBio 
BHCK03HMeTpa EpyK(f)HjiAa, MOAejib RVF (innHHAejiB JN*o2, ckopoctb BpaiqeHH5i 2 o6/mhh), 
cocTaBjiaeT ot 4500 ao 17600 ell, npn H3MepeHHH Ha 2%-hom no Macce boahom pacTBope c 
noMonjBio yKa3aHHoro BHCK03HMeTpa (uinHHAejit N°l, cootbctctbchho 3, CKopocTb 
BpameHHH 10 o6/mhh) coeraBjnieT ot 400 ao 4000 ell, cootbctctbchho npn H3M ep eH hh 
Ha 1%-hom no Macce boahom pacTBope c noMonjBio yKa3aHHoro BHCK03HMeTpa (uinHHAejiB 
JV22, ckopoctb BpameHH5i 2 o6/mhh), cocTaBji5ieT ot 1650 ao 10000 ell. 

IloAo6HBie nojiHMepbi npeAnonTHTejiBHo Hcnojit30BaTB b BHAe nopouiKOB. Ohh MoryT 

6BITB paCTBOpHMBI B BOAG. 

JXjik npHAaHHH npeAJiaraeMoft b H3o6peTeHHH JieKapCTBeHHOft (J)opMe Heo6xoAHMoro 
conpoTHBjieHH5i pa3pymeHHio AonojiHHTejiBHo mo»cho Hcnojit30BaTB, KpoMe toto, no 
MeHBineft Mepe oahh npnpoAHBift hjih CHHTeTHHecKHft bock (T) c conpoTHB jieH HeM 
pa3pyineHHio, H3M e p eH h bim b cootbctctbhh c npeACTaBjieHHoft HH^ce b HacTo^meM 
onncaHHH MeTOAHKOH, no MeHBineft Mepe 500 H. IlpeAnoHTHTejiBHBi npn 3tom bockh c 
TeMnepaTypoft pa3M5irneHH5i, cocTaBjifliomeft no MeHBineft Mepe 60°C. Bojiee 
npeAnoHTHTejiBHBi KapHayGcKHft bock h nnejiKHBift bock. HanGojiee npeAnoHTHTejieH 
KapHay6cKHft bock. KapHayGcKHft bock npeACTaBji5ieT co6oft npHpoAHBift bock, kotopbih 
nojiynaiOT H3 jihctbcb KapHayGBi (bockohochoS najiBMBi) h TeMnepaTypa pa3M5ir i ieHH5i 
KOToporo cocTaBjmeT no MeHBineft Mepe 80°C. Ilpn AonojiHHTenBHOM ncnojiB30BaHHH 
bockoboto KOMnoHeHTa ero cobmcctho c no MeHBineft Mepe oahhm nojiHMepoB (B) 

npHMeH^IOT B TaKHX KOJIHHeCTBaX, HToGbl COnpOTHBJieHHe JieKapCTBeHHOft (|)OpMBI 

pa3pymeHHio cocTaBji5ijio no MeHBineft Mepe 500 H. 

KoMnoHeHT (B) n p e An o htht e jib h o ncnojiB30BaTB b KOJinnecTBe ot 35 ao 99,9 Mac.%, 
Gojiee npeAnoHTHTejiBHo b KOJiHH^ecTBe no MeHBineft Mepe 50 Mac.%, HanGonee 
npeAnoHTHTejiBHo b KOJinnecTBe no MeHBineft Mepe 60 Mac.%, b nepecneTe Ha bcio Maccy 

JieKapCTBeHHOft (J)OpMBI. 

B Ka^ecTBe BcnoMoraTejiBHBix BemecTB (B) mo^kho HcnojiB30BaTB oGbihho 
npHMeH5ieMBie npn npnroTOBjieHHH TBepA^ix jieKapcTBeHHBix (J)opM BcnoMoraTejiBHBie 
BemecTBa. B npeAnonraTejiBHOM BapnaHTe k hhm othoc5itc5i njiacTH(f)HKaTopBi, TaKHe KaK 
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no jiHBTHjieHr jiHKOJib , BcnoMoraTejiL.HL.ie BemecTBa, BjiH^iomHe Ha BbicBoGo^KAeHHe 
AeftcTByiomero BemecTBa, npeAnoHTHTejibHo rHApo(|)o6Hbie hjih rHApo(J)HjibHbie, Gojiee 
npe^noHTHTejiBHo rHApoc|)HjibHbie, nojiHMepbi, HanGojiee npeAno^THTejibHo 
rHApoKCHnponHjni,enjiioji03a, h/hjih aHTHOKHCJiHTejiH. J\jir n pHM eH eH h$i b KanecTBe 

aHTHOKHCJIHTeJieft npHrO^Hbl aCKOp6HHOBa5I KHCJIOTa, 6yTHJirHApOKCHaHH30JI, 
6yTHJirH^,pOKCHTOJiyOJI, COJIH aCKOpGHHOBOH KHCJIOTbl, MOHOTHOrjIHI^epHH, (J)OC4)OpHCTa» 

KHCJIOTa, BHTaMHH C, BHTaMHH E h ero npoH3BOAHbie, 6Hcyjib(J)HT HaTpH5i, Han6ojiee 
npe^noHTHTejibHo GyTHjirHApoKCHTOJiyoji (BIT) hjih 6yTHjirHApOKCHaHH30Ji (Br A) h 
a-TOKO(})epoji. 

AHTHOKHCJIHTeJIb npeOTOHTHTeJIbHO HCnOJIb30BaTb B KOJIHHeCTBe OT 0,01 jxo 10 Mac.%, 

6ojiee npe^noHTHTejibHo ot 0,03 ao 5 Mac.%, b nepecneTe Ha bcio Maccy jieicapcTBeHHOH 

(|)OpMbI. 

IlpeAJiaraeMbie b H3o6peTeHHH jieicapcTBeHHbie 4>opMbi oTjinnaioTCfl TeM, mo hx 

6jiarOAap5I TBepAOCTH HeB03MO)KHO H3MeJIbHHTb B nopOUIOK o6bIHHbIMH, HMCIOIHHMHC3 B 

pacnop5i^ceHHH noApy^HbiMH cpeACTBaMH, TaKHMH Kax crynica h necraic. TeM caMbiM 
npaKTHHecKH nojiHocTbio HCKjnoHaeTC5i B03M05KHOCTB HeMeAHijHHCKoro ynoTpe6jieHH5i 
coAepacamnxoi b hhx AeftcTByiomHx BeiqecTB nyTeM hx nepopajibHoro, napeHTepanbHoro, 
npe^K^e Bcero BHyTpHBeHHoro, hjih Ha3ajibHoro BBeAeHHH b opraHH3M. BMecTe c TeM 
npeAJiaraeMbie b H3o6peTeHHH jieKapcTBemibie c|)opMbi c u,ejibio npeAOTBpaTHTb jno6oe hx 
B03Mo»cHoe npHMeHeHHe He no Ha3HaneHHio b oahom H3 npeAnonTHTejibHbix BapnaHTOB 
MoryT coAep^caTb b Ka^ecTBe BcnoMoraTejibHbix BemecTB (B) AonojiHHTenbHbie 
3aTpyAH5iiomHe, cooTBeTCTBeHHo, npeAOTBpanjaiomHe h eM e ahu,hh ck o e ynoTpeojieHHe 
bxoa^ii^hx b hx cocTaB A^HCTByiou^Hx BemecTB cpeACTBa. 

TaK, b nacTHocTH, npeAJiaraeMa^i b H3o6peTeHHH, 3amHmeHHa5i ot npHMeHeHH^i He no 

Ha3HaHeHHK> JieKapCTBeHHa5I (J)OpMa, Hap5IAy C OAHHM HJIH HeCKOJIbKHMH AeftcTByiomHMH 

BemecTBaMH, noTemjHajibHo 5ibji5iioiahmhc5i oG^eKTOM hx HeMeAHijHHCKoro ynoTpe6neHH5i, 
no MeHbineft Mepe oahhm noBbiniaiomHM ee TBepAOCTb nojiHMepoM (B) h bo3mo)kho no 
MeHbuiefl Mepe oahhm bockom (T) Mo^ceT TaK^ce coAep^caTb b KanecTBe BcnoMoraTejibHbix 
BemecTB (B) no MeHbineft Mepe oahh H3 cjieAyiomnx KOMnoHeHTOB (a)-(e): 

(a) no MeHbineft Mepe oaho pa3Apa5Kaiomee nojiocTb Hoca h/hjih tjiotkh BemecTBo, 

(6) no MeHbineft Mepe oaho noBbmiaiomee B«3KocTb cpeACTBo (3arycTHTejib), KOTopoe b 

H3BJieneHHOM H3 JieKapCTBeHH OH (|)OpMbI C nOMOIIIbK) MHHHMaJIbHO HeoGxoAHMoro 
KOJIHHeCTBa BO AH OH 2CHAKOCTH 3KCTpaKTe o6pa3yeT reJIb, KOTOpblH B npeAnOHTHTeJIbHOM 

BapnaHTe npn ero AoGaBjieHHH b AonojiHHTejibHoe KOJinnecTBo boahoh ^khakocth ocraeTCJi 

BH3yaJIbHO pa3JIHHHM, 

(b) no MeHbineft Mepe oahh aHTaroHHCT jxjik Ka^cAoro H3 AeftcTByiomHx BemecTB, 
noTeHi^najibHo 5iBji5iiomHxc5i o6i>eKTOM hx HeMeAHii,HHCKoro ynoTpe6neHH5i, 

(r) no MeHbineft Mepe oaho pBOTHoe cpeACTBo, 

(a) no MeHbineft Mepe oahh KpacHTenb b KanecTBe aBepcHBHoro cpeACTBa, 
(e) no MeHbineft Mepe oaho ropbKoe BemecTBo. 

Ka^cAtiH H3 BbiineyKa3aHHbix KOMnoHeHTOB (a)-(e) hh ahbha}^ anbHo npnroAeH jsjix 
AonojiHHTejibHoft 3aiAHTbi npeAJiaraeMoft b H3o6peTeHHH jieKapcTBeHHoft (J)opMbi ot 
npHMeHeHH5i He no Ha3HaneHHio. TaK, b nacTHOCTH, KOMnoHem (a) npeAnoHTHTejibHo 
Hcnojib30BaTb jjjix 3amHTbi jieKapcTBeHHoft (J)opMbi ot HeMeAHUHHCKoro ynoTpeGjieHH^i 
coAepacameroc5i b Heft Aeftcrayiomero BemecTBa nyTeM ero Ha3anbHoro, nepopajibHoro 
h/hjih napeHTepajibHoro, npeAnonTHTejibHo BHyTpHBeHHoro, BBeAeHHa b opraHH3M, 
KOMnoHeHT (6) npeAnoHTHTenbHo Hcnojib30BaTb b ijejiax Bocnpen5iTCTBOBaTb 
HeMeAHU,HHCKOMy ynoTpe6jieHHio AeftcTByiomero BemecTBa nyTeM ero napeHTepajibHoro, 
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npeHMymecTBeHHo BHyTpHBeHHoro, h/hjih Ha3ajn>Horo BBeAeHHe b opraHH3M, komitohcht 
(b) npe^no^THTejibHo HcnojiB30BaTB a™ 3aqHTti ot HeMeAHijHHCKoro ynoTpe6jieHH5i 
AeiiCTByiomero BemecTBa nyTeM ero Ha3ajiBHoro h/hjih napeHTepajiBHoro, 
npeHMymecTBeHHo BHyTpHBeHHoro, bbcachh^ b opraHH3M, KOMnoHeHT (r) 
npeAnoHTHTejiBHo HcnojiB30BaTB juix 3anjHTBi ot HeMCAHii,HHCKoro ynoTpe6jieHH5i 
AeftcTByiomero BemecTBa nyTeM ero napeHTepajiBHoro, npeHMymecTBeHHo 
BHyTpHBeHHoro, h/hjih nepopajiBHoro, h/hjih Ha3ajiBHoro BBeAeHH5i b opraHH3M, 
KOMnoHeHT (a) npe^noHTHTejiBHo HcnojiB30BaTi> b KanecTBe BH3yajn>Horo 
oTTajiKHBaioiqero cpeACTBa jjjik 3anjHTBi ot HeMeAHijHHCKoro ynoTpe6jieHH5i AeftcTB}'iomero 
BemecTBa nyTeM ero nepopajiBHoro hjih napeHTepajiBHoro BBe^eHHfl b opraHH3M, a 
KOMnoHeHT (e) npeAno^THTejitHo ncnojiB30BaTB 3aujHTBi ot h eM e ahij,hh ck o r o 
ynoTpe6jieHH5i AeftcTByiomero BemecTBa nyTeM ero nepopajiBHoro hjih Ha3ajn>Horo 
BBeAeHH5i b opraHH3M. IIpeAJiaraeMoe b H3o6peTeHHH HcnojiB30BaHHe no MeHBineft Mepe 
OAHoro H3 yica3aH hbix BBinie KOMnoHeHTOB b AonojraeHHe k o ct a jib h bim HHrpeAHeHTaM 
npe^JiaraeMBix b H3o6peTeHHH neKapcTBeHHBix 4>opM no3BOJi5ieT AonojiHHTejiBHo 
ocjio^chhtb hx npHMeHeHHe He no h a3H an eH hio . 

B oahom H3 BapnaHTOB npeAJiaraeMaa b H3o6peTeHHH jieKapcTBeHHasi (J)opMa mo^kct 
Taiofce coAep^caTB KOMGnHaijHio H3 Asyx hjih 6ojiee KOMnoHeHTOB (a)-(e), npeAnoHTnrejiBHo 
KOM6HHau,Hio H3 KOMnoHeHTOB (a), (6) h Heo6^3aTejiBHo (b), h/hjih (e), h/hjih (a), 
cooTBeTCTBeHHo H3 KOMnoHeHTOB (a), (6) h Heo65i3aTejiBHo (r), h/hjih (e), h/hjih (a). 

B ApyroM BapnaHTe npeAnaraeMasi b H3o6peTeHHH jieicapcTBeHHasi (J)opMa MoaceT 
coAepacaTB Bee KOMnoHeHTBi (a)-(e). 

Ecjih npeAJiaraeMa5i b H3o6peTeHHH jieKapcTBeHHa5i (J)opMa coAepacnr 3amHmaiomHH ee 
ot npHMeHeHHJi He no Ha3HaHeHHio komiiohcht (a), to b KanecTBe pa3Apa^caiomHx nojiocTB 
Hoca h/hjih rjioTKH BemecTB corjiacHo H3o6peTeHHio MoryT HcnojiB30BaTBC5i Bee Te 
BemecTBa, KOTopBie npn cooTBeTCTByiomeM nonaAaHHH b opraHH3M nepe3 nojiocTB Hoca 
h/hjih rjioTKH npoBoijnpyioT oTBeTHyio peaKu,Hio opraHH3Ma, KOTopaa: jih6o npo5iBji5ieTC5i b 
B03HHKHOBeHHH ctojib HenpHflTHBix omymeHHH, HanpHMep, ^c^ceHH5i, hto nponaAaeT 
AanBHefiniee ^cenaHHe hjih CTaHOBHTc$i hcbo3mo>khbim npoAOJDKHTB BBeAeHHe 
cooTBeTCTByiomero AeftcTByiomero BemecTBa b opraHH3M, jih6o Ha (|)H3HOJiorHHecKOM 
ypoBHe npenHTCTByeT npneMy cooTBeTCTByiomero AeftcTByiomero BemecTBa, HanpHMep 
npo5iBji5ieTC5i b noBBinieHHOM bbi Ae ji eH hh hocoboto ceicpeTa hjih ™xaHBe. TIoAoGHBie 
o6bihho pa3Apa^caiomHe nojiocTB Hoca h/hjih tjiotkh BemecTBa h npn hx napeHTepajiBHOM, 
npe^KAe Bcero BHyTpHBeHHOM, nonaAaHHH b opraHH3M BBi3BiBaiOT oneHB HenpHHTHBie 
omymeHH5i BnjioTB ao no5iBjieHH5i HeBBmocHMBix 6oneft, oT6HBa5i BC5iKoe }icejiaHHe HJIH 
Aejiasi HeB03M05KHBiM AajiBHeftniee BBeAeHHe cooTBeTCTByiomero AeftcTByiomero BemecTBa 

B OpraHH3M. 

K HanGojiee npnroAHBiM a^ npHMeHeHH5i b npeAycMOTpeHHBix H3o6peTeHHeM i],eji5ix 
pa3Apa^caiomHM nojiocTB Hoca h/hjih tjiotkh BemecTBaM othocatcji BemecTBa, KOTopBie 
BBi3BiBaioT ^c^ceHHe, 3yA, no3BiB k HHxaHBio, noBBimeHHoe BBiAejieHHe cexpeTa hjih 
OAHOBpeMeHHo 0Ka3BiBai0T no MeHBuiett Mepe ABa TaKHx pa3Apa^caiomHx achctbh5i. 
CooTBeTCTByEonjHe BemecTBa h hx o6bihho npHMeHaeMBie KOJinnecTBa h3bccthbi 
cnei^HajiHCTaM b AaHHoft oGjiac™ jih6o MoryT 6bitb onpeAeneHBi nyTeM npoBeAeHH5i 
npocTBix npeABapHTenBHBix onBiTOB. 

OcHOBy pa3Apa^caiomero nojiocTB Hoca h/hjih tjiotkh BemecTBa, HcnojiB3yeMoro b 
Ka^ecTBe KOMnoHeHTa (a), npeAnonraTejiBHo cocTaBji5ieT oaho hjih HecKOJiBKo 
pa3Apa)KaiomHx ("EcryHHx") BemecTB H3 no MeHBineft Mepe oahoto coAep>Kamero ero(nx) 
jieKapcTBeHHoro hjih ynoTpe6ji5ieMoro b nnnjy pacTeHH5i jih6o OAHa hjih hcckojibko 
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coAepjKanjHx ero(Hx) ^acreH TaKoro pacreHH5i. 

CooTBeTCTByiomHe jieKapcTBeHHbie hjim ynoTpe6ji5ieMbie b nHmy pacTeHHH, coAep^Kamne 
pa3Apa>KaiomHe BemecTBa, h3bccthbi cneijnajiHCTaM b AaHHoft oGjiacra h onncaHbi, 
HanpuMep, b KHHre "Pharmazeutische Biologic - Drogen und ihre Inhaltsstoffe", Prof. Dr. 
Hildebert Wagner, 2-e, nepepaGoTaHHoe, H3A-, H3A-BO Gustav Fischer Verlag, Stuttgart-New 
York, 1982, cc.82 h AaJiee. CooTBeTCTByiomHe pa3^ejiBi 3Toft khhth TeM caMbiM bkjuohchbi b 
HacTOJimee onHcaroie b KanecTBe ccbijikh h 5raji5noTC5i ero nacrbio. 

IIoa JieicapcTBeHHOH (f)opMoft noApa3yMeBaeTC5i oTAejibHa^, cooTBeTCTBeHHo oTAejifleMaa 
pa30Ba5i A03HpoBaHHa5i (J)opMa (A03HpoBaHHa5i eAHHHija), KaK, HanpHMep, TaGjieTKa hjih 
Kancyjia. 

B npeAno^THTejibHOM BapnaHTe k npeAJiaraeMoft b H3o6peTeHHH jieKapcTBeHHoft cjDopMe 
mo3kho AoGaBji^Tt b Ka^iecTBe KOMnoHeHTa (a) oaho hjih HecKontKo pa3Apa)KaiomHx 
BemecTB H3 no MeHbineft Mepe o^noro cooTBeTCTByiomero co^ep^Kamero ero(nx) 
jieKapcTBeHHoro hjih ynoTpeGji^eMoro b nnujy pacTeHHH, BbiGpaHHoro H3 rpynnbi, 
BKJiiOHaiomeH Allii sativi Bulbus, Asari Rhizoma c. Herba, Calami Rhizoma, Capsici Fructus 
(cTp y hk o b bih nepeij), Capsici Fructus acer (KafteHCKHft nepeij), Curcumae longae 
Rhizoma, Curcumae xanthorrhizae Rhizoma, Galangae Rhizoma, Myristicae Semen, Piperis 
nigri Fructus (nepeij), Sinapis albae (Erucae) Semen, Sinapis nigri Semen, Zedoariae Rhizoma 
h Zingiberis Rhizoma, HanGojiee npe^noHTHTejibHO H3 rpynnbi, BKjnonaiomeft Capsici 
Fructus (cTpyHKOBbiH nepeij), Capsici Fructus acer (KafteHCKHft nepeij) h Piperis nigri Fmctus 
(nepeij). 

IToa pa3Apa:KaiomHMH BemecTBaMH H3 coAep)KamHx hx jieKapcTBeHHbix hjih 
ynoTpe6ji5ieMbix b nnnjy paereHHft npeAnoHTHTejibHo noApa3yMeBaiOTC5i 
o-MeTOKCH(Me™ji)(|)eHOJibHbie coeAHHeHH^i, aMH^bi khcjiot, ropHHHHbie Macjia HJIH 
cynbc^H^Hbie coeAHHeHH5i jihGo hx npoH3BOAHbie. 

Flo MeHbineft Mepe oaho pa3Apa)«aiomee BenjecTBo H3 coAep)KamHx ero JieKapcTBeHHbix 
hjih ynoTpeGjiaeMbix b nniijy pacreHHft HanGojiee npe^noHTHTejibHo BbiGnpaTb H3 rpynnbi, 
BKjnoHaiomeft mhphcthijhh, 3JieMHipiH, H303BreHOJi, a-acapoH, cac|)poji, a^khha^khpojibi, 
KcaHTopH30Ji, KancaHipiHOH^bi, npe^noHTHTejibHO KancanijHH, npoH3BOAHbie KancamjHHa, 
TaKHe KaK N-BaHHjuiHji-9E-oKTa^eu,eHaMH F a, AHrHApoKancamjHH, HopAHrHApoKancamjHH, 
roMOKancaHii,HH, HopKancanij,HH h HOMopKancani^HH, nnnepHH, npeAno^TnrejibHo 
TpaHc-nnnepHH, rjnoK03HHOJiaTOB, npeAno^TnrejibHo Ha ochobc HejieTy^iHx rop^H^iHbix 
Maceji, HanGojiee npe^noHTHTejibHo Ha ochobc n-rHApOKCHGeH3HjrapoBaHHoro ropHHHHoro 
Macjia, co^ep^Kamero MeTHjiMepKanTorpynnbi ropHHHHoro Macna hjih 
MeTHjicyjibcjDOHHjiHposaHHoro ropHHHHoro Macjia, h nporoBOAHbie yKa3aHHbix BemecTB. 

B npeAnoHTHTejibHOM BapnaHTe coAepacaHHe nacreft cooTBeTCTByiomnx JieKapcTBeHHbix 
hjih ynoTpe6ji5ieMbix b nnmy pacreHHft, coAepacamnx pa3Apa>KaiomHe BemecTBa, b 
npe^JiaraeMOH b H3o6peTeHHH jieKapcTBeHH oh (|)opMe Mo^ceT cocTaBji5iTb ot 0,01 ao 30 
Mac.%, HanGonee npeAno^THTenbHo ot 0,1 ao 0,5 Mac.%, b nepecneTe Ha bcio Maccy 

A03HpOBaHHOH JieKapCTBeHHOH <|)OpMI>I. IlpH HCnOJIb30BaHHH OAHOTO HJIH HeCKOJIbKHX 

pa3Apa^caiomHx BemecTB H3 cooTBeTCTByiomHx JieKapcTBeHHbix hjih ynoTpeGjiaeMbix b 
nnmy pacreHHft coAep^caHHe TaKoro(-nx) BenjecTBa(BemecTB) B npeAJiaraeMoft b 

H306peTeHHH A03HpOBaHHOH JieKapCTBeHHOH (J)OpMe np e AH O HTHT eJIb H O AOJI5KHO COCTaBJI5ITb 

ot 0,001 ao 0,005 Mac.% b nepecneTe Ha bcio ee Maccy. 

^pyra5i B03M0)KH0CTb BocnpenflTCTBOBaTb npHMeHeHHio npeAJiaraeMoft b H3o6peTeHHH 
JieKapCTBeHHOH 4>opMbi He no HasHa^eHHio coctoht b AoGaBjieHHH k Heft no MeHbiueft Mepe 
OAHoro noBbimaiomero b5I3koctb cpeACTBa b KanecTBe enje oahoto KOMnoHeHTa (G), 
KOTopbift npeAOTBpamaeT HeMeAHU,HHCKoe ynoTpe6jieHHe BxoA^mero b cocTaB 
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jieicapcTBeHHOH cjDopMbi AeftcTByiomero BemecTBa h KOTopoe b raBjieTOHHOM H3 

JieKapCTBeHHOH (|)OpMbI C nOMOHJbK) MHHHMaJIbHO HeoGxOAHMOrO KOJIHHeCTBa boahoh 

)khakocth aKCTpaKTe, npeAnoHTHTejibHo b BH^e BOAHoro aKCTpaKTa, o6pa3yeT rejib, 
6e3onacHoe BBeAeHHe KOToporo b opraHH3M MajiOBepo^THo h kotopmh b 
npeAnoHTHTejibHOM BapnaHTe npn ero Ao6aBjieHHH b AonojironejibHoe kojihhcctbo boahoh 

^KH^KOCTH OCTaeTC5I BH3yaJIbHO pa3JIHHHM. 

Bbipa^ceHHe "BH3yajibHo pa3JiHHHMbiH" corjiacHo HacrofliijeMy H3o6peTeHHio o3HanaeT, 

HTO 06pa30BaBniPIHC5I npH AoGaBJieHHH MHHHMaJIbHO HeoGxOAHMOrO KOJIHHeCTBa boahoh 

^khakocth coAep^camHH AeftcTByiomee BemecTBo rejib npn ero Ao6aBjieHHH, 

npeOTOHTHTeJIbHO C nOMOmbK) HHbeiCIJHOHHOH Hrjlbl, B AOIIOJIHHTeJIbHOe KOJIHHeCTBO 

bo^hoh ^ch^kocth c TeMnepaTypoft 37°C npaKTHHecKH He pacTBop^eTCM b Heft h coxpaH^eT 
cbok) ii,ejiocTHocTb h He noAAaeTC5i npocTbiM nyTeM AncneprnpoBaHHio, nocjie KOToporo 
CTajio 6m B03M05KHbiM ero napeHTepajibHoe, npe^c^e Bcero BHyTpHBeHHoe, 6e3onacHoe 
BBe^eHHe b opraHH3M. B npeAnoHTHTejibHOM BapnaHTe noAo6Hbift rejib AOJiaceH oeraBaTbCT 
BH3yajibHo pa3JiHHHM no MeHbiueft Mepe b TeneHHe oahoh MHHyTbi, 6ojiee 
npe^no^THTejibHo b Te^eHHe no MeHbineft Mepe jxecxrn MHHyT. 

IloBbiHieHHe b5I3kocth 3KCTpaKTa npHBOAHT k yxyAineHHio ero npoxo^HMocTH nepe3 
nrjiy, cooTBeTCTBeHHo, ero HH'bei^npyeMoc™ hjih Aa»ce nojiHocTbio AejiaeT HeB03M05KHbiM 
ero HHi>eKu,Hio. OcraiomHHCfl BH3yajibHo pa3JiHHHMbiM o6pa30BaBuinftc5i rejib npn ero 
Ao6aBjieHHH b ^onojiHHTejibHoe ko jinnecTB o boahoh )khakocth, HanpHMep, npn 
BnpbicKHBaHHH b KpoBb cHanajia coxpaH5ieT (|)opMy npaKTH^iecKH cnjionmoH hhth, KOTopasi 
xoT5i h apoGhtca npn MexaHHHecKOM B03AeftcTBHH Ha cpaBHHTenbHo MejiKHe (J)parMeHTbi, 
OAHaKo He noAAaeTca AHcneprnpoBaHHio hjih Aa>*ce pacTBopeHHio, nocjie KOToporo CTajio 
6bi B03Mo»cHbiM napeHTepajibHoe, npe>KAe Bcero BHyTpHBeHHoe, 6e3onacHoe BBeAeHHe 
TaKoro rejiH b opraHH3M. TeM caMbiM b coneTaHHH c no MeHbineft Mepe oahhm ap>thm 
B03MO)KHbiM KOMnoHeHTOM (a), (B)-(e) npHMeHeHHe rejieo6pa3yiomero KOMnoHeHTa (6) 
6jiaroAap5i noAoGHOMy ero CBoftcTBy AonojiHHTejibHo npHBOAHT k no^BjieHHio 

HenpH^THOrO EOKeHHJI, B03HHKHOBeHHK) pBOTbl, npHAaHHK) JieKapCTBeHHOH (J)opMe HJIH 

H3Bjie x ieHHOMy H3 Hee 3KCTpaKTy HenpHHTHoro BKyca h/hjih npHAaHHio jieicapcTBeHHoft 
4)opMe hjih H3BjieneHHOMy H3 Hee 3KCTpaKTy oTTajiKHBaiomero BHeuiHero BHAa. 

rio3TOMy BHyTpHBeHHoe BBeAeHHe cooTBeTCTByiomero rejia c bbicokoh BeposiraocTbio 
npHBejio 6bi k 3aKynopKe cocyAOB h TeM caMbiM k HaHeceHHio cepbe3Horo BpeAa 3AopoBbio. 

,ZJji5i npoBepKH toto hjih hhoto noBbimaiomero B5i3KocTb cpeACTBa Ha ero npnroAHOCTb 
AJi# npHMeHeHH^ b npeA-JiaraeMoft b H3o6peTeHHH JieKapCTBeHHOH (f>opMe b KanecTBe 
KOMnoHeHTa (6) AeftcrByiomee BenjecTBo cMeuiHBaioT c noBbiinaiomHM b^koctb 
cpeACTBOM h cycneHAnpyioT b 10 mji bo am npn TeMnepaType 25°C. Ecjih npn 3tom 
o6pa3yeTC5i rejib, KOTopbift oTBenaeT yKa3aHHbiM Bbiuie ycjioBH5iM, to cooTBeTCTByiomee 
noBbiiuaiomee B5i3KOCTb cpeACTBO npnroAHO am npHMeHeHH5i b npeAAaraeMbix b 
H3o6peTeHHH neKapcTBeHHbix (J)opMax b ijejmx AonojiHHTejibHoro npeAOTBpameHH5i, 
cooTBeTCTBeHHo, npeAynpewxeHHfl HeMeAHijHHCKoro ynoTpe6jieHH5i coAep^KaiUHxca b hhx 
AeftcTByiomHx BemecTB. 

ripn Ao6aBjieHHH k npeAAaraeMOH b H3o6peTeHHH JieKapCTBeHHOH 4>opMe KOMnoHeHTa 
(6) b KanecTBe Hero npeAnonraTebHo Hcnojib30BaTb oaho hjih HecKOJibKo noBbiniaioiUHx 

B5I3KOCTb CpeACTB, BblGpaHHblX H3 rpynnbl, BKJIIOHaiOmeH MHKpOKpHCTaJIJIHHeCKyiO 

i^ejuiK)ji03y c 11 Mac.% HaTpneBoft cojih Kap6oKCHMeTHjiii,ejiJiioji03bi (Avicel® RC 591), 
HaTpneByio cojib Kap6oKCHMeTHjmejuiioji03bi (Blanose®, CMC-Na C300P®, Frimulsion BLC-5 
®, Tylose C300 P®), nojiHaicpHjioByio KHCJiOTy (Carbopol® 980 NF, Carbopol® 981), KaMeAi> 
njioAOB po^cKOBoro Aepesa (Cesagum® LA-200, Cesagum® LID/I 50, Cesagum® LN-1), 
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neKTHHLi, npeAnoHTHTejibHO H3 AHTpycoBbix njiOAOB hjih 5i6jiok (Cesapectin HM Medium 
Rapid Set), KpaxMaji bockobhahoh Kyicypy3bi (C*Gel 04201), anbrHHaT HaTpnsi (Frimulsion 

ALG (E401)®), ryapoByio KaMeAb (Frimulsion BM®, Polygum 26/1-75®), 

L-KapparnHaH (Frimulsion D021®), KaMeAb KapaiiH, rejuiaHOByio KaMeAb (Kelcogel F®, 

Kelcogel LT100®), rajTaKTOMaHHaH (Meyprogat 150®), KaMeAb Tapti (Polygum 43/1®), 

nponHjieHrjiHKOJibajitrHHaT (Protanal-Ester SD-LB®), rnajiypoHaT HaTpra, TparaHT, KaMeAb 

Tap li (Vidogum SP 200®), BejiaHOByio KaMeAb (Kl A96), npeACTaBJiaiomyio co6oh 
nojiynaeMbiH (J)epMeHTaTHBHbiM nyTeM nojincaxapHA, h KcaHTaHOByio KaMeAi> (Xantural 1 80 
®). HanGojiee npeAnoHTHTejibHbi npn 3tom KcaHTaHbi. IIpHBeAeHHbie b cKo6Kax 
o6o3HaneHH5i npeACTaBjiflioT co6oh ToproBbie HaHMeHOBaHH5i, noA kotopbimh 
cooTBeTCTByiomHe MaTepnajibi nocTaBji5iioTC5i Ha pbihok. Jljin co6jnoAeHH5i yKa3aHHbix 
Bbinie ycjioBHH noBbimaiomee(-He) b5I3kocti> cpeACTBo(-a) b ijcjiom AocraTOHHo 
Hcnojib30BaTt b KOJiHHecTBe ot 0,1 ao 20 Mac.%, HanGojiee npeAnoHTnrejibHo ot 0,1 ao 15 
Mac.%, b nepecneTe Ha bcio Maccy JieKapCTBeHHOH (J)opMbi. 

CoAep^KaHHe noBbiniaiomHx B5i3KocTb cpeACTB npn hx Hcnojib30BaHHH b KanecTBe 
KOMnoHeHTa (6) b npeAJiaraeMoft b H3o6peTeHHH jieKapcTBeHHoft (})opMe npeAnoHTHTejibHo 
AOJdkho cocTaBjiHTb He MeHee 5 Mr b nepecneTe Ha Ka^KAyio pa30Byio A03HpoBaHHyio 
jieKapcTBeHHyio c^opMy, T.e. Ha Ka^KAyio A03HpoBaHHyio eAHHHiiy. 

B HanGojiee npeAno^THTejibHOM BapnaHTe ocymecTBjieHH5i HacToaiijero H3o6peTeHH5i b 
KanecTBe KOMnoHeHTa (6) Hcnojib3yiOT Te noBbirnaiomHe B5i3KocTb cpeACTBa, KOTopbie npn 

3KCTpaKU,HH H3 JieKapCTBeHHOH (|)OpMbI MHHHMa JIbH O Heo6xOAHMbIM KOJIHHeCTBOM BOAHOH 

^khakocth o6pa3yiOT rejib c ny3bipbKaMH B03Ayxa b ero oo'beMe. IloAoGHbie renn BHeuiHe 
Bbirji5iAflT MyTHbiMH, cjiy^Ka AonojiHHTejibHbiM BH3yajibHbiM npeAOCTepe^ceHHeM, 
yAcp^<HBaK)Hj,HM ot hx napeHTepajibHoro BseAeHHa b opraHH3M. 

nOBblHiaiOU^HM B5I3KOCTB CpeACTBOM, KOTOpOe npH AOGaBJieHHH MHHHMaJIbHO 

Heo6xoAHMoro KOJinnecTBa boahoh ^khakocth o6pa3yeT rejib, b HeKOTopbix cjiy^aax 

AOnOJlHHTeJlbHO MO)KeT CJiy^KHTb TaK^Ke KOMnOHeHT (B). 

IToBbiniaiomHe B5i3KocTb cpeACTB a h ocTajibHbie HHrpeAHeHTbi npeAJiaraeMoft b 
H3o6peTeHHH jieKapcTBeHH oh (|)opMbi mo^cho TaK^ce pacnojiaraTb b Heft npocTpaHCTBeHHo 
OTAejibHo Apyr ot Apyra. 

FIpeAJiaraeMasi b H3o6peTeHHH jieicapCTBeHHasi 4>opMa am npeAynpeacAeHHH ee 
npHMeHeHH5i He no h a3H an eH hio h aji*i 3am;HTbi ot Taicoro npHMeHeHH5i He no Ha3HaneHHio 
Mo»ceT Aajiee coAep»caTb KOMnoHem (b), a hmchho oahh hjih HecKOJibKo aHTaroHHCTOB 
AeftcTByiomero BemecTBa, cooTBeTCTBeHHo AeftcTByiomnx BemecTB, noTeHuriajibHo 
^Bn5iiomeroc5i(-HMHC5i) o6i>eKTOM ero(nx) HeMeAHU,HHCKoro ynoTpe6jieHH5i, npn stom b 
npeAnoHTHTejibHOM BapHanre aHTaroHHCT(-bi) npHcyTCTByeT(-ioT) b npeAJiaraeMoft b 
H3o6peTeHHH JieKapCTBeHHOH (J)opMe npocTpaHCTBeHHo OTAejibHo ot ocTajibHbix ee 
HHrpeAHeHTOB h npn ee npHMeHeHHH no np^MOMy Ha3HaneHHio He npo5iBji5ieT(-ioT) 

HHKaKOTO AGHCTBH5I. 

CooTBeTCTByiomHe aHTaroHHCTbi jxjik npeAynpe^cAeHH5i HeMeAHAHHCKoro ynoTpe6jieHH5i 
AeftcTByiomnx BemecTB H3BecTHbi cneu,HajiHCTaM b AaHHoft oGjiac™ h Moryr coAep:>KaTbC5i b 
npeAJiaraeMoft b H3o6peTeHHH JieKapcTBeHHoft (f)opMe KaK TaKOBbie jihGo b BHAe 

COOTBeTCTByiOIAHX npOH3BOAHMX, npe)KAe BCerO CJIO>KHbIX HJIH npOCTblX 3(f)HpOB, HJIH 7KQ B 

BHAe cooTBeTCTByiomTix (J)H3HOJiorHHecKH coBMecTHMbix co e ahh eH hh , npe^KAe Bcero B BHAe 

HX COJieft HJIH COJIbBaTOB. 

B cocTaB JieKapCTBeHHOH cjDopMbi, coAep^cameft b KanecTBe AeftcTByiomero BemecTBa 
onnoHA, npeAnoHTHTejibHo BKjnonaTb aHTaroHHCT, BbiGpaHHbift H3 rpynnbi, BRjuonaiomefi 
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HajioKcoH, h a jiTp eKcoH , HanMe(|)eH, HajiHA, HajiMeiccoH, Hajiop(})HH hjih HajiycjDHH, b Kaac^oM 
cjiy^ae Heo65i3aTejibHo b BHAe cooTBeTCTByiomero 4>H3HOJiorHnecKH coBMecraMoro 
coe^HHeHHii, npe^KAe scero b BHAe ocHOBaHH5i, cojih hjih cojibBaTa. CooTBeTCTByiomHe 
aHTaroHHCTbi, ecjin b cocTaB npeAJiaraeMoft b H3o6peTeHHH JieKapcTBeHHoft (j^opMbi 
npe^ycMOTpeHo BKjnoneHHe KOMnoHCHTa (b), Hcnojn>3yioT b KOJinnecTBe He MeHee 1 Mr, 
6ojiee npe^noHTHTejitHo b KOJiH^ecTBe ot 3 ao 100 Mr, Han6onee npeAnonTHTenbHo b 
KOJiHHecTBe ot 5 ao 50 Mr, H3 pacneTa Ha OAHy neKapcTBeHHyio (|)opMy, T.e. Ha OAHy 
A03HpoBaHHyio eAHHHi^y. 

B cocTaB npeAJiaraeMoft b H3o6peTeHHH JieKapcTBeHHoft 4)opMM, coAep^amen b 
KanecTBe AeftcTByiomero BemecTBa CTHMyji5iTop, b KanecTBe ero aHTaroHHCTa 
npeAno^THTejitHo BKJiio^aTB HeftpojienTHK, npeAnonTHTejibHO no MeHtineft Mepe oaho 
coeAHHeHHe, BbiGpaHHoe H3 rpynnti, BKjnonaiomeH ranonepHAOJi, npoMeTaijnH, 
4)jiy(|)eHa3HH, nepcf)eHa3HH, jieBOMenpoMa3HH, THOpHAa3HH, nepa3HH, xjiopnpoMa3HH, 
xjiopnpoTHKCHH, 3yKjioneHTHKcoji, (|)jiyneHTHKcoji, npoTHneHAHji, 30TenHH, 6eHnepHAOJi, 
nnnaMnepoH, MejinepoH h 6poMnepHAOJi. 

yica3aHHi>ie aHTaroHnerbi npeAnonTHTejibHo BKjiionaTb b cocTaB npeAJiaraeMon b 

H306peTeHHH JICKapCTBeHH OH (|)OpMbI B oGblHHOH, H3BeCTHOH Cnei],HaJIHCTaM B AaHHOH 

o6jiac™ TepaneBTHHecKOH A03HpoBKe, a HanGojiee npeAnonTnrejibHo - b A03HpoBKe, 
KOTopa5i H3 pacneTa Ha OAHy A03npoBaHHyio eAHHHijy b 2-3 pa3a npeBbimaeT oGbiHHyio 

A03HpOBKy. 

ripeAJiaraeMa5i b H3o6pereHHH jieicapcTBeHHaii (J)opMa jijix npeAynpe^cAeHHa ee 
npHMeHeHH^ He no h a3H a 1 ! eH hio h jjjik 3amnTbi ot TaKoro npHMeHeHHa He no HasHa^eHHio 
Mo^iceT TaK^ce coAep^aTb KOMnoHeHT (r), kotopbim 5iBji5ieTC5i no MeHbHieft Mepe oaho 
pBOTHoe cpeACTBo, KOTopoe b npeAnoHTHTejibHOM BapnaHTe aojivkho npncyTCTBOBaTb b 
npeAJiaraeMoft b H3o6peTeHHH JieKapcTBeHHoft (fiopMe npocTpaHCTBeHHo oTAejibHo ot 
ocTajibHbix ee HHrpeAHeHTOB h npn ee npHM eHeHHH no np^MOMy Ha3HaneHHio He aojdkho 

np05IBJI5ITb B OpraHH3Me HHKaKOrO AeHCTBHH. 

CooTBeTCTByiomHe pBOTHbie cpeACTBa rjix npeAynpe»cAeHH5i HeMeAHijHHCKoro 
ynoTpe6jieHH» AeftcTByiomero BemecTBa H3BecTHbi cneijnajiHCTaM b AaHHoft o6jiac™ h 
MoryT coAep^caTbC5i b npeAJiaraeMoft b H3o6peTeHHH jieKapcTBeHHoft (fcopMe KaK TaKOBbie 
jih6o b BHAe cooTBeTCTByioH^Hx npoH3BOAHbix, npe^cAe Bcero cjio^chmx hjih npocTbix 

3(J)HpOB, HJIH ^Ce B BHAe COOTBeTCTByK>mHX (J)H3HOJIOrHneCKH COBMeCTHMbDC CO e AHH eH HH , 

npe>KAe Bcero b BHAe hx cojieft hjih cojibBaTOB. 

B cocTaee npeAJiaraeMon b H3o6peTeHHH JieKapcTBeHHoft (J)opMbi b npeAnonTHTejibHOM 
BapnaHTe mo^cho Hcnojib30BaTb pBOTHoe cpeACTBo Ha ocHOBe oahoto hjih HecKOJibKHx 
BemecTB, coAep)KaiAHxc5i b KopHe HneKaKyaHbi (pbothom KopHe), npeAnonraTejibHo Ha 
ocHOBe coAep»camerocfl b HeM 3MeTHHa, h onncaHHbix, HanpHMep, b KHHre "Pharmazeutische 
Biologie - Drogen h ihre Inhaltsstoffe", Prof. Dr. Hildebert Wagner, 2-e, nepepa6oTaHHoe, H3A-, 
H3A-BO Gustav Fischer Verlag, Stuttgart, New York, 1982. CooTBeTCTByiomHe pa3Aejn>i 3Toft 
khhth TeM caMbiM BKjnoHeHbi b HacT05imee onncaHHe b KanecTBe ccbijikh h 5ibji5iiotc5i ero 
^acTbio. 

B npeAnonTHTejibHOM BapnaHTe npeAJiaraeMa^ b H3o6peTeHHH jieicapcTBeHHaji 4>opMa 
Mo^iceT coAep^caTb b KanecTBe komit oh eHTa (r) pBOTHoe cpeACTBo smcthh, 
npeAnoHTHTejibHo b KonnnecTBe He MeHee 3 Mr, oojiee npeAnonTHTejibHo He MeHee 10 Mr, 
Han6ojiee npeAnonTHTejibHo b KOJinnecTBe He MeHee 20 Mr, H3 pacneTa Ha OAHy 
jieKapcTBeHHyio $opMy, T.e. Ha OAHy A03npoBaHHyio eAHHHijy. 

PaBHMM o6pa30M b ApyroM npeAnonTHTejibHOM BapnaHTe b icanecTBe pbothoto 
cpeACTBa b npeAJiaraeMon b H3o6peTeHHH JieKapcTBeHHoft (JoopMe a.™ ee 3amHTbi ot 
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npHMeHeroi5i He no Ha3Ha*ieHHio mo:>kho Hcnojib30BaTb anoMopc|>HH, npe^no^THTejibHo B 
KOJiH^ecTBe He MeHee 3 Mr, Gojiee npeAnonTnrejibHo He MeHee 5 Mr, HanGojiee 
npe^noHTHTejibHo He MeHee 7 Mr, H3 pacneTa Ha oAny A03HpoBaHHyio eAnHHiiy. 

Ecjih npeAJiaraeMaa b H3o6peTeHHH jieKapcTBeHHa^ (})opMa coAep^cHT KOMnoHeHT (a) b 
Ka^ecTBe eme o^Horo npen^TCTByiomero ee npHMeHeHHio He no HasHaneHHio 
BcnoMoraTejiLHoro BemecTBa, to noAo6Hbift KpacHTejib npewje Bcero npn nontiTKe 
3KCTparHpoBaTi> H3 jieicapcTBeHHOH (|)opMBi AeftcrByiomee BemecTBo rjix ero 
napeHTepajibHoro, npenMymecTBeHHo BHyTpHBeHHoro, BBeAeHH5i b opraHH3M npHAaeT 
cooTBeTCTByiomeMy boahomv pacTBopy hht eHCHBHy io OKpacKy, KOTopaa Mo»ceT Bbi3BaTb 

3pHTeJIBHBIH OTTaJIKHBaiOLUHH 3(J)(|)eKT. IIOAo6HOe H3MeHeHHe OKpaCKH n03BOJI^ieT 

Bocnpen^TCTBOBaTt HeMeAnu,HHCKOMy ynoTpeGjieHHio AeftcTByiomero BemecTBa h nyTeM 
ero npneMa BHyrpb, KOTopoMy oGlimho npeAmecTByeT BOAna5i 3KCTpaKii,H5i ^eftcTByiomero 
BemecTBa H3 coAep^KameH ero JieKapcTBeHHoft (f)opMbi. CooTBeTCTByiomHe Kp acHT e ji h , a 
TaiQKe KOJiH^ecTBa, b kotopbix hx Tpe6yeTCH Hcnojib30BaTb am aocthjkchhji 
Heo6xo^HMoro 3pHTenbHoro oTTajiKHBaioiijero 3(|)4)eKTa, paccMOTpeHbi b ny6jiHKau,HH WO 
03/015531, cooTBeTCTByiomHe pa3Aejibi KOTopott TeM caMbiM BKjuo^eHbi b HacToamee 
onncaHHe b KanecrBe ccbijikh h 5ibji5iiotcji ero nacrbio. 

Ecjih npeAJiaraeMaa b H3o6peTeHHH jieicapcTBeHH a$i (})opMa coAepacnr b KanecTBe eme 
OAHoro npen5iTCTByiou^ero ee npHMeHeHHio He no h a3H aneH hio BcnoMoraTejibHoro 
BemecTBa KOMnoHeHT (e), to noAo6Hoe Ao6aBjieHHe k JieKapcTBeHHoft (|>opMe no MeHbineft 
Mepe o^Horo ropbKoro BemecTBa no3BOJi5ieT 6jiaroAap5i Bbi3biBaeMOMy mm yxy^uieHHio 
BKyca jieKapcTBeHHofi (J>opMbi AonojiHnrejibHo BocnpensrrcTBOBaTb HeMeAnu,HHCKOMy 
ynoTpe6jieHHio coAep^cameroc^i b Heft AeftcTByioiqero BemecTBa nyTeM ero nepopajibHoro 
h/hjih Ha3ajibHoro BBeAenHJi b opraHH3M. 

CooTBeTCTByiomHe ropbKHe BemecTBa, a Taioice hx Heo6xoAHMbie a™ AOcra^KeHHii 
Tpe6yeMoro acJxjDeKTa KOJinnecTBa onncaHbi b 3a5iBKe US 2003/0064099 Al, 
cooTBeTCTByiomHe pa3Aejibi kotopoh TeM caMbiM BKjnoneHbi b HacTOfliijee onncaHHe b 
Ka^ecTBe ccmjikh h 5ibjijiiotc5i ero nacTbio. B KanecrBe ropbKHx BemecTB npe^noHTHTejibHo 
npHMeH5iTb apoMaTHHecKHe Macua, npe^noHTHTejibHo Macjio nepenHoft M5iTbi, 
3BKajinnTOBoe Macjio, Macjio ropbKoro Minmajui, mchtoji, apoMaTHnecKHe BemecTBa 
njio^OB, npeAno^THTejibHo apoMaranecKHe BemecTBa ijhtpohob, anejibCHHOB, hhmohob, 
rpeftn(J)pyTOB hjih cmcch apoMaTHnecKHx BemecTB yKa3aHHbix njioAOB, h/hjih 6eH3oaT 

ACHaTOHH^i (Bitrex®). Oco6eHHo npeAnonrMTejieH npn 3tom 6eH3oaT AeHaTOHna. 

IlpeAJiaraeMaH b H3o6pereHHH TBepAaa jieKapcTBeHHa^ (|)opMa npnroAHa jjjik 
nepopajibHoro, BarnHanbHoro hjih peicrajibHoro, npeAnonraTejibHo nepopajibHoro, 
npHMeHeHH5i. B npeAnoHTHTenbHOM BapnaHTe npeAJiaraeMaa b H3o6peTeHHH 
jieKapcTBeHHa5i (|)opMa He 5iBji5ieTC5[ njieHOHHoft. IIpeAJiaraeMafl b H3o6peTeHHH 
jieKapcTBeHHa5i (|)opMa Mo^eT 6biTb npeAcraBjieHa b AHcnepcHOM (cbiny^ieM) BHAe, 
npeAno^THTejibHo b BHAe MHKpoTaGjreTOK, MHKpoKancyjr, MHKponejiJieTOB, rpaHyjTsrroB, 
c4)epoHAOB, KpynHHOK hjih nejuieTOB, Heo65i3aTejibHo b pacc|)acoBaHHOM b Kancyjibi hjih b 
cnpeccoBaHHOM b TaGjieTKH BHAe, h npeAnonraTejibHo npeAna3HaHeHa AJm nepopajibHoro 
npHMeHeHH5i. B n p e An oht ht e Jib hom BapnaHTe pa3Mep, cootbctctbchho, nojiHAHcnepcHocTb 
YKa3aHHbix MMKpoTa6jieTOK, MHKpoKancyji, MMKponejuieTOB, rpaHyji^TOB, c(J)eponAOB, 
KpynHHOK hjih nejuieTOB jie^KHT b npeAeJiax ot 0,1 ao 3 mm, Han6ojiee npeAnoHTHTejibHo 
ot 0,5 ao 2 mm. B 3aBHCHMocTH ot THna h Tpe6yeMbix cbohctb JieKapcTBeHHoft 4)opMbi a™ 
ee npHroTOBjieHH5i b HeKOTopbix cjiy^aax mo^kho TaK>Ke Hcnojib30BaTb oGbiHHbie 
BcnoMoraTejibHbie BemecTBa (B). 

3amHiqeHHyio npeAJiaraeMbiM b H3o6pereHHH nyTeM ot n pHM eH eH hji He no Ha3Ha i ieHHio 
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TBepAyio jieKapcTBeHHyio (]DopMy npeAnoHTHTejibHo roroTaBjiHBaTb 6e3 npHMCHCHH^ 
SKCTpyAepa, jjjisl *iero b npeAnoHTHTejibHOM BapHamre KOMnoHeHTLi (A), (B), (B) h 
bo3mo^cho Hcnojii>3yeMbiH KOMnoHCHT (T) cm em hb aio t Me^KAy co6oft, a TaK^ce npH 
Heo6xcwiMocTH cMeniHBaiOT c hhmh jih6o npn HeoGxoAHMocra CMeniHBaiOT otagjibho c 
Ao6aBjieHHeM KOMnoHeHTa (B) h bo3mo>kho Hcnojib3yeMoro komii oh eHTa (r) no MeHbinefl 

Mepe OAHH H3 B03M03KHO HCnOJIb3yeMbIX AOnOJIHHTentHblX, npen5ITCTByiOIHHX npHMeHeHHK) 

jieicapcTBeHHOH (J)opMbi He no Ha3HaHeHHio KOMnoHeHTOB (a)-(e) h H3 nojiy^eHHoft CMecn, 
cooTBeTCTBeHHo H3 nojiyneHHbix cMeceft, b HeKOToptix cjiynaax nocjie ee, cooTBercTBeHHo, 
hx rpaHyjiHpoBaHra, nyTeM npnjio^ceHM ycnjiH5i c np cab apHTe jibhmm hjth OAHOBpeMeHHbiM 
TenjioBtiM B03AeficTBHeM (J)opMyioT JieKapcTBeHHyio $opMy. IlpH H3roTOBjieHHH 
jieKapcTBeHHon 4)opMbi TaKHM cnocoGoM c HarpeBOM n npHjio^iceHHeM ycnjiHJi He 
Hcnojib3yiOT 3KCTpyAep. 

^jia cMenieHH5i KOMnoHeHTOB (A), (B), (B) h bo3mo>kho (r), a TaioKe CMenieHH5i c hhmh, 

COOTBeTCTBeHHO, OTAeJIbHOTO CMeHieHH5I B03M05KHO HCnOJIB3yeMBIX AOnOJIHHTeJIBHBIX 

KOMnoHeHTOB (a)-(e) h npn Heo6xoAHMocTH KOMnoHeHTOB (B) h bo3mo»cho Hcnojib3yeMoro 
KOMnoHeHTa (r) Hcnojib3yioT, cooTBeTCTBeHHo, b Ka^cAOM cjiynae H3BecTHbift cMecHTejib. 
TaKofi CMecHTejib Mo^ceT npeACTaBji^Tb co6oh, HanpHMep, BajiKOBbift CMecHTejib, 
BnGpocMecHTejib, paGoTaiomnft c co3AaHHeM cABHroBoro ycHjiH5i cMecnrejib hjih CMecHTejib 
npHHyAHTejibHoro nepeMeiiiHBaHH5i. 

H3 nojiyneHHoft CMecH, cooTBeTCTBeHHo H3 nojiyneHHbix CMeceft, npeAnonrHTejibHo 
HenocpeACTseHHo nocjie ee(nx) npnroTOBjieHHsi, nyTeM npHjio^ceHHa ycHjinsi c 
npeABapHTenbHbiM hjih OAHOBpeMeHHbiM TenjiosbiM B03AeftcTBHeM (J)opMyioT 
npeAJiaraeMyio b H3o6peTeHHH JieKapcTBeHHyio (jx>pMy. TaK, HanpHMep, H3 CMecn nyTeM 
HenocpeACTBeHHoro TaGjierapoBaHHJi mo^cho (J)opMOBaTb Ta6jieTKH. Ilpn 

HenOCpeACTBeHHOM Ta6jieTHpOBaHHH C OAHOBpeMeHHbiM TenjIOBbIM B03AeHCTBHeM 

npeccyeMyio CMecb c noMombio Ta6jieTOHHOH (J>opMbi, T.e. HH)KHero (HenoABH>KHoro) 
nyaHcoHa, BepxHero (noABH^cHoro) nyaHcoHa h MaTpnijbi, HarpeBaiOT no MeHbineft Mepe 
AO TeMnepaTypbi pasM^rneHH^ nojiHMepHoro KOMnoHeHTa (B) h npn 3tom cnpeccoBbiBaiOT. 
IlpH HenocpeACTBeHHOM Ta6jieTHpoBaHHH c npeABapHTejibHbiM TenjiOBbiM B03AeftcTBHeM 
npeccyeMbift MaTepnaji HarpeBaiOT HenocpeACTBeHHo nepeA Ta6jieTHpoBaHHeM no MeHbiueft 
Mepe ao TeMnepaTypbi pa3M5ir*ieHH5i nojiHMepHoro komii oh eHTa (B) h 3aTeM cnpeccoBbisaT 
c noMombio TaGjieTOHHoft 4>opMbi. 

nonyneHHyio CMecb H3 komiiohchtob (A), (B), (B) h bo3mo)kho KOMnoHeHTa (r), a 
TaK^Ke bo3mo)kho Hcnojib3yeMbix komii oh chtob (a)-(e), cooTBeTCTBeHHo CMecb H3 no 
MeHbiiieft Mepe oahoto H3 sthx KOMnoHeHTOB (a)-(e) c KOMnoHeHTOM (B) mo^cho TaK^ce 
CHanajia noABepraTb rpaHyjinpoBaHHio h jihuib 3aTeM (|)opMOBaTb H3 nojiy^eHHoro 
rpaHyji5iTa nyTeM npHjio^ceHH5i ycHjiH5i c npeABapHTejibHbiM hjih OAHOBpeMeHHbiM 
TenjioBbiM B03AeficTBHeM npeAJiaraeMyio b H3o6peTeHHH JieKapcTBeHHyio (|)opMy. 

IlpH Ka^cAOM npnjio)KeHHH ycnjiH5i (})opMOBaHH5i ero AeficTBHe coxpaH^ioT ao Tex nop, 
noKa jieKapcTBeHHan (fcopMa He aocththct tbcpaocth, npn kotopoh ee conpoTHBjieHHe 
pa3pymeHHio cocTaBji5ieT no MeHbineft Mepe 500 H. 

TpaHyjinpoBaHHe mo^cho ocymecTBji5iTb mctoaom Bjia^cHoro rpaHyjinpoBaHH5i hjih 
rpaHyjiHpoBaHH5i H3 pacnjiaBa b H3BecTHbix rpaHyji5rropax. 

Ka^cAyio H3 onncaHHbix Bbime CTaAHH cnocoGa nojiyneHH5i npeAJiaraeMOH b 
H3o6peTeHHH jieKapcTBeHH oh (|)opMbi, npevKAe Bcero CTaAHH HarpeBa h oAHOBpeMeHHoro 
hjih nocneAyiomero npmioaceHHfl ycnjiH5i, BbinojiH5iioT 6e3 npHMeHeHHsi 3KcrpyAepa. 

B cneAyiomeM npeAnoHTHTejibHOM BapnaHTe npeAJiaraeMaa b H3o6peTeHHH 
jieKapcTBeHHa5i (|)opMa npeACTaBjieHa b BHAe Ta6jieTKH, Kancyjibi hjih b BHAe nepopajibHoft 
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ocMOTH^ecKOH TepaneBTHnecKOH chctcmm (TIOTC), np e An o ht ht e jib h o npn Hcnojn>30BaHHH 
no MeHtuiett Mepe oahoto AonojiHHTejibHoro npenHTCTByionjero npHMeHeHHio 
jieKapcTBeHHoft (J)opMi>i He no HaaHa^eHHio KOMnoHeHTa (a)-(e). 

ripn BKjnoHeHHH b cocTaB npezxJiaraeMoft b H3o6peTeHHH jieKapcTBeHHon (J>opMi>i 
KOMnoHeHTa (b), h/hjih KOMnoHeHTa (r), h/hjih KOMnoHeHTa (e) Ka^cAMH H3 hhx 

Heo6xO^HMO HCnOJIb30BaTL B TaKOH (|)OpMe HJ1H B CTOJIb HH3KOH A03HpOBKe, HTo6bI npH 

npnMeHeHHH JieKapcTBeHHon (J)opMbi no np^MOMy Ha3HaneHHio npaKTHHecKH nojraocTbio 

HCKJIIOHHTb B03MO)KHOCTb np05IBJieHH5I HM npHHHH5nOIIjerO BpeA naiJHeHTy HJIH 

CHH^Kaiomero 3(})c|)eKTHBHocTb AencTByioiijero BemecTBa aghctbh^. 

Ilpn BKjno^eHHH b cocTaB npezuiaraeMon b H3o6peTeHHH JieKapcTBeHHon (J)opMBi 
KOMnoHeHTa (r) h/hjih KOMnoHeHTa (e) A03npoBKy Ka^c^oro H3 hhx Heo6xoAHMo 
noASnpaTb c TaKHM pacneTOM, htoGm oh npn npnMeHeHHH JieKapcTBeHHon 4>opMi>i no 
npjiMOMy Ha3HaHeHHio nyTeM ee npneMa BHyTpt He Bbi3biBaji hhkekoh oTpHu,aTejii>HOH 
peaKii,HH opraHH3Ma. ELpH npeBbiineHHn »ce npeAycMOTpeHHoft ao3hpobkh yKa3aHHbix 
KOMnoHeHTOB b cnynae npnMeHeHHH JieKapcTBeHHon (J)opMBi He no Ha3HaneHHio ohh 

BBI3MBaiOT TOUIHOTy, COOTBeTCTBeHHO n03bIBbI Ha pBOTy, COOTBeTCTBeHHO HenpHHTHbie 

BKycoBtie omyqeHHa. KoHKpeTHyio A03y KOMnoHeHTa (r) h/hjih KOMnoHeHTa (e), npn 
KOTopon naijneHT npn npnMeHeHHH JieKapcTBeHHon (|)opMbi no np^MOMy Ha3HaneHHio 
nyTeM ee npneMa BHyTpb Bee eme ocTaeTC5i TOJiepaHTeH k Ka^OMy H3 3thx KOMnoHeHTOB, 
mo^cho onpe^ejiHTt nyTeM npoBe^eHH^ npocTbix npeABapnTejibHbix onbiTOB. 

Ecjih }«e AJi5i 3amHTbi npeAJiaraeMon b H3o6peTeHHH JieKapcTBeHHon (J)opMbi ot 
npnMeHeHHH He no h a3H an eH hio BHe 3aBHCHM octh ot npaKTH^ecKH nojiHon HeB03M0)KH0CTH 
ee H3MejibHeHH5i b nopouioK npeAycMOTpeHo npHMeHeHHe KOMnoHeHTa (b), h/hjih 
KOMnoHeHTa (r), h/hjih KOMnoHeHTa (e), to Ka>KAbiH H3 TaKHx KOMnoHeHTOB 
npe^noHTHTejibHo ncnojib30BaTb b cTOJib bbicokoh A03HpoBKe, HTo6bi npn npnMeHeHHH 
JieKapcTBeHHon (jDopMbi He no np^MOMy Ha3HaneHHio oh npo5iBjuui 5ipKo Bbipa^ceHHoe 
OTpimaTejibHoe AeftcTBHe. B npe^noHTHTejibHOM BapnaHTe oGecnennTb coGjuo^eHHe 3Toro 
ycjiOBHH y^aeTCH 3a c^eT npocTpaHCTBeHHoro OT^ejieHHH no MeHbnieft Mepe ^encTByiomero 
Ben^ecTBa, COOTBeTCTBeHHO AeHCTByioLqHx BemecTB ot KOMnoHeHTa (b), h/hjih KOMnoHeHTa 
(r), h/hjih KOMnoHeHTa (e) npeAnoHTHTejibHo nyTeM BKjnoneHHH AencrByiomero BemecTBa, 
COOTBeTCTBeHHO AeftcTByiomHx BemecTB b cocTaB no MeHbinen Mepe o^hoh A03npoBaHHOH 
cy6i>eAHHHii,bi (X), a KOMnoHeHTa (b), h/hjih KOMnoHeHTa (r), h/hjih KOMnoHeHTa (e) - b 
cocTaB no MeHbuiefi Mepe oahoh Apyroft A03npoBaHHOH cy6i>eAHHHu,bi (Y), b kotopoh 
KOMnoHeHTbi (b), (r) h (e) npn npnMeHeHHH JieKapcTBeHHon (f>opMbi no np^MOMy 
Ha3HaHeHHio He npoHBjiHioT npn npneMe BHyTpb h/hjih npn nona^aHHH b opraHH3M cBoero 

^eHCTBHH, npH 3TOM B o6eHX A03HpOBaHHbIX CV6l>eAHHHII,aX npHMeHHIOTCH HAeHTHHHbie 

ocTajibHbie KOMnoHeHTbi JieKapcTBeHHon 4>opMbi, npewje Bcero KOMnoHeHT (B) h 
bo3mo)kho Hcnojib3yeMbin KOMnoHeHT (r). 

Ilpn BKjnoneHHH b cocTaB npezyiaraeMOH b H3o6peTeHHH JieKapcTBeHHon (J)opMbi no 
MeHbineft Mepe AByx KOMnoHeHTOB (b) h (r), COOTBeTCTBeHHO (e) ohh MoryT co^ep^caTbCH b 

OAHOH H TOH )Ke A03HpOBaHHOH Cy6l>eAHHHII,e (Y) HJIH B pa3HbIX A03HpOBaHHbIX 

cy6i>eAHHHii,ax (Y). B npeAnonTHTejibHOM BapnaHTe Bee KOMnoHeHTbi (b), (r) h (e) npn hx 

HCnOJIb30BaHHH BKJIIOHaiOT B COCTaB OAHOH H TOH A03HpOBaHHOH CyG'beAHHHU.bl (Y). 

IToa A03HpoBaHHbiMH cy6i>eAHHHii,aMH corjiacHo HacTo^meMy H3o6peTeHHio 
noApa3yMeBaioTC5i TBepA^ie (|)opMbi, Ka^KAaa H3 kotopmx Hap^Ay c oGbiHHbiMH, 
H3BecTHbiMH BcnoMoraTejibHbiMH BenjecTBaMn coAep^KHT AencTByiomee(-He) BeniecTBo(-a), 
no MeHbinett Mepe oahh nonHMep (B) h bo3mo:kho Hcnonb3yeMbift KOMnoHeHT (r) h npn 
Heo6xoAHMocTH no MeHbuien Mepe oahh H3 bo3mo^cho ncnojib3yeMbix KOMnoHeHTOB (a), 



CTpaHni^a: 19 



RU 2 354 357 C2 



h/hjih (6), h/hjih (a), cooTBeTCTBeHHo Ka^c^a^ H3 KOToptix co^ep^cHT no MeHtnieft Mepe 

O^HH nOJIHMep (B) H B03MOaCHO HCnOJII>3yeMI>IH KOMnOHeHT (r) H aHTarOHHCT(-Bl), h/hjih 

pBOTHoe(-bie) cpeACTBo(-a), h/hjih KOMnoHeHT (a), h/hjih komii oh eHT (e) h npn 
HeoGxoAHMocTH no MeHbuien Mepe oahh H3 B03Morao Hcnojn>3yeMbix KOMnoHCHTOB (a) 

H/HJIH (6). IlpH 3TOM CJieAyeT OTMeTHTB, HTO Ka)KAyK> H3 yKa3aHHbIX BBIIHe A03HpOBaHHBIX 

cy6Be^HHHi^ npnroTaBjiHBaiOT onHcaHHBiM BBiine cnoco6oM. 

CymecTBeHHoe npeHMymecTBo, cB5i3HHoe c oTAejieHHeM b npeA-JiaraeMoft b H3o6peTeHHH 
jieKapcTBeHHOH (J)opMe AeftcTByiomHx semecTB ot KOMnoHeHTOB (b), cooTBeTCTBeHHo (r), 
cooTBeTCTBeHHo (e) nyTeM BKjnoHeHH5i Tex h Apyrnx b coeraB pa3Hbix A03HpoBaHHbix 
cyGteOTHHii, (X) h (Y), coctoht b tom, hto npn npHMeHeHHH JieKapcTBeHHOH (J>opMbi no 
npHMOMy HasHa^eHHio KOMnoHeHT (b), h/hjih KOMnoHeHT (r), h/hjih KOMnoHeHT (e) npn 
npneMe BHyTpb h/hjih npn nona^aHHH b opraHH3M npaKTH^ecKH He BbicBo6o)KAaiOTC5i H3 

COAep^KamHX HX A03Hp OBaHHblX CyO'beAHHHI^ HUH BbICBo6o}KAaiOTC5I H3 HHX JIHLQb B CTOJIb 

Majibix KOJiHHecTBax, npn KOTopbix ohh He npoHBjiiiioT HHKaKoro npHHHH5nomero BpeA 
nau,HeHTy hjih CHH^caiomero 3(J)(J)eKTHBHOCTb jie^eHHH a^hctbhh, jih6o npn npoxo^KACHHH 
nepe3 opraHH3M naijHeHTa BbicBo6o)KAaiOTC5i H3 coAep^aujHx hx A03HpoBaHHbix 
cy6i>eAHHHii, TOJibKo b Tex MecTax, r^e ohh He pe3op6npyioTC5i b AoeraTOHHoft 
npoflBjieHH5i hmh cBoero AeftcTBHa cTeneHH. B npeAnonraTejibHOM BapnaHTe komhohght 
(b), h/hjih KOMnoHeHT (r), h/hjih KOMnoHeHT (e) npn npHMeHeHHH JieKapcTBeHHOH cfropMbi 
no np^MOMv Ha3Ha T ieHHio npaKTH^ecKH He BbicBo6o)KAaiOTC5i b opraHH3Me naijHeHTa hjih 

He OLUVLLUlIOTCfl MM. 

/Jjia cneAHajiHCTa b AaHHoft oGjiacra o^bhaho, ^ito 3th yKa3aHHbie Bbiiue ycjiOBH5i 

MOryT BapbHpOBaTbC5I B 3aBHCHMOCTH OT KOHKpeTHO npHMeH^eMblX KOMnOHCHTOB (b), (r) 

h/hjih (e), a TaKvKe ot cocTaBa h rana A03HpoBaHHbix cy6T>eAHHHij, cooTBeTCTBeHHo 
JieKapcTBeHHOH (f)opMbi. OnTHMajibHbie Ka^cAOH KOHKperaoft JieKapcTBeHHOH (f)opMbi ee 
cocTaB h ran Morao onpeAejiHTb nyTeM npoBeAeHH5i npocTbix npeABapHTejibHbix onbiTOB. 
Peuiaiomee tkq 3HaneHHe HMeeT jihihb BKjnoneHHe b cocTaB Ka^cAOH KOHKpeTHoft 
A03HpoBaHHOH cy6i>eAHHHi],bi nojiHMepa (B) h npn Heo6xoAHMocra KOMnoHeHTa (r) h ee 
npHTOTOBjieHHe onncaHHbiM Bbiuie cnoco6oM. 

Ecjih BonpeKH o)KHAaHH5iM noAoGHyio npeAJiaraeMyio b H3o6peTeHHH jieKapcTBeHHyio 

4)OpMV, KOTOpail COAep)KHT KOMnOHeHT (b), H/HJIH KOMnOHeHT (A), H/HJIH KOMnOHeHT (r), 

h/hjih KOMnoHeHT (e) b A03HposaHHbix cy6i>eAHHHii,ax (Y), h yAacTC5i b ijenax 
HeMeAHU,HHCKoro ynoTpe6jieHH5i ACHCTByiomero BemecTBa H3M ejib hhtb b nopomoK h 
SKCTparnpoBaTb H3 Hero AeftcTByioiuee BemecTBo c noMonjbio npnroAHoro rjix 3Toro 
3KCTpareHTa, to Hap5iAy c AeftcrByiomHM BemecTBOM 6yAeT nojiyneH h cooTBeTCTByiomHH 
KOMnoHeHT (b), h/hjih (a), h/hjih (e), h/hjih (r) b (|)opMe, b KOTopoft ero HeB03M0^cH0 
npocTbiM nyTeM oTAejiHTb ot AeftcTByiomero BemecTBa, h no3TOMy oh npn npHMeHeHHH 
nojiyneHHoro H3 JieKapcTBeHHOH (J)opMbi 3KCTpaKTa, npe^KAe Bcero npn ero nepopajibHOM 
h/hjih napeHTepajibHOM BBeAeHHH b opraHH3M, 6yAeT npn npneMe BHyTpb h/hjih npn 
nonaAaHHH b opraHH3M npo5iBji5iTb cBoe AeftcTBHe, npnneM oahh H3 komhohchtob (b), 
h/hjih (r), h/hjih (e) AonojiHHTejibHo Bbi30BeT cooTBeTCTByiomyio OTpnijaTejibHyio peaKijnio 
opraHH3a, a komii oh eH t (a) npn nonbiTKe 3KCTparapoBaTb AeftcTByiomee BemecTBo 
Bbi30BeT BH3yajibHo oTTajiKHsaioiuee H3MeHeHHe oKpacKH h TaKHM nyTeM Bocnpen^rrcTByeT 
npHMeHeHHio JieKapcTBeHHOH c^opMbi He no Ha3HaHeHHio. 

IlpeAJiaraeMa5i b H3o6pereHHH jieKapcTBeHHaa cjDopMa c npocTpaHCTBeHHMM oTACJieHHeM 
b Heft AeftcTByiomero BemecTBa, cooTBeTCTBeHHo AeftcTByiomnx BemecTB ot KOMnoHeHTOB 
(b), (r) h/hjih (a), npeAnoHTHTejibHo 3a cneT BKjnoneHH^ toto, cooTBeTCTBeHHo Tex h 
Apyrnx b cocTaB pa3Hbix A03HpoBaHHbix cy6T>eAHHHi^, Mo^ceT HMeTb caMyio 
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pa3Hoo6pa3Hyio crpyKTypy, npn 3tom cooTBeTCTByiomHe A03HpoBaHHbie cyGte^HHHi^Bi 
MoryT HMeTb b npeAJiaraeMoii b H3o6peTeHHH JieicapcTBeHHOH (J)opMe jnoGoe 
npocTpaHCTBeHHoe pacnojio^tceHHe OTHocnrejibHo Apyr Apyra npn ycnoBHH co6jiiOAeHH5i 
y Ka3 aH h bix Btiine ycjioBHH KacaTejibHo BbicBo6o:»cAeHH5i KOMnoHeHTa (b) h/hjih 
KOMnoHeHTa (r). 

Jljix cnei^HajiHCTa b ^aHHoft o6jiac™ ohcbhaho, hto komxiohcht (a) h/hjih komiiohcht 
(6) npn ero, cooTBeTCTBeHHo hx Hcnojib30BaHHH b npeAnaraeMoft b H3o6peTeHHH 
jieicapcTBeHHOH (|)opMe b npeAno^THTejibHOM BapnaHTe mo^cho BKjnonaTb b cocTaB He 

TOJTBKO Ka^K^yiO H3 COOTBeTCTByiOmHX A03HpOBaHHbIX Cy6l>eAHHHIJ (X) H (Y), HO H 
CaMOCTOflTeJILHMX A03HpOBaHHbIX CyGbeAHHHA, COOTBeTCTByiOmHX A03Hp OBaHHBIM 

cyGte^HHHi^aM (X) h (Y), npn ycjioBHH, ^to (J)opMa npHroTOBjieHH5i TaKHx 
caM0CT05iTentHi>ix A03HpoBaHHbix cyGBeAHHHii, He cKa3bmaeTC5i oTpnijaTejibHo Ha 3aii|HTe 
JieicapcTBeHHOH (|)opMbi ot npHMCHeHH^ He no Ha3HaHeHHK> h Ha bbicboGo^cashpih 
AencTByiomero BemecTBa npn npHMeHeHHH JieicapcTBeHHOH (|)opMbi no np^MOMy 
Ha3HaHeHHK) h coacp^cht b cBoeM cocTaBe nojiHMep (B) h bo3mo)kho Hcnojib3yeMbiH 

KOMnOHeHT (T), a CaMH 3TH A03HpOBaHHbie CyGteAHHHIJBI rjix AOCTH3KeHH5I HeoGxOAHMOH 

TBepAOCTH nojiynaiOT onncaHHbiM Bbime cnocoGoM. 

B oahom H3 npeAnoHTHTejibHbix BapHaHTOB A03HpoBaHHbie cyGbeAHHHAbi (X) h (Y), 
cocTaBji5iioH|He npeAJiaraeMyio b H3o6peTeHHH jieKapcTBeHHyio cfropMy, npeACTaBjieHbi b 
AHcnepcHoft (|)opMe, npeAnoHTHTejibHo b BHAe MHKpoTaGjieTOK, MHicpoicancyji, 
MHKponejuieTOB, rpaHyji5iTOB, c(J)epoHAOB, KpynHHOK hjih nejuieTOB, npn stom h 
A03HpoBaHHa5i cy6beAHHHii,a (X), h A03HpoBaHHan cy6i>eAHHHu,a (Y) aoji^khm HMeTb OAHy h 
Ty ^ce c|)opMy, T.e. BHeniHHH bha, htoGm A03HpoBaHHyio cyG'beAHHHuy (X) hcbo3mo)kho 
Gmjio oTAejiHTb ot A03HpoBaHHoft cyG'beAHHHi^bi (Y), HanpHMep, nyTeM MexaHHHecKOH 
copTHpoBKH. B npeAnoHTHTejibHOM BapnaHTe pa3Mep yKa3aHHbix MHKpoTaGjieTOK, 
MHKpoKancyji, MHKponejuieTOB, rpaHyjiflTOB, c(|)epoHAOB, KpynHHOK hjih nejineTOB jie^KHT b 
npeAejiax ot 0,1 ao 3 mm, HanGojiee npeAnoHTHTejibHo ot 0,5 ao 2 mm. 

7|o3HpoBaHHbie cyG^eAKHHi^bi (X) h (Y), npeACTaBjieHHbie b AHcnepcHoft (|)opMe, b 
npeAno^THTejibHOM BapnaHTe mo^cho Taioice pa(t)acoBbraaTb b Kancyjibi hjih 
cnpeccoBbiBaTb b TaGneTKH, npn 3tom 3aBepmaioma5i cTaAHH npnroTOBjieHHJi 
jieKapcTBeHHoft (Jdopmbi AOJi^cHa oGecne^HBaTb coxpaHeHHe ao 3HpoBaHHbix cy6i>eAHHHii, (X) 

H (Y) H B TOTOBOH JieKapCTBeHHOH (|)opMe. 

CooTBeTCTByiomHe AHcnepcHbie A03HpoBaHHbie cyG'beAHHHijbi (X) h (Y) He TOJibKo 

AOJDKHbl HMeTb HAeHTHHHyiO BHeiHHIOIO (J)OpMy, HO H AOJDKHbl GblTb BH3yaJIbHO He 

OTjiHHHMbi oAHa ot Apyroft, HTo6bi hx HeB03M03KH0 6bijio OTAejiHTb Apyr ot Apyra nyTeM 

npOCTOH COpTHpOBKH. JlflSl 3TOTO Ha A03HpOBaHHbie Cy6l>eAHHHII,bI OGOHX THnOB MO)KHO, 

HanpHMep, HaHocHTb HAeHTH^Hbie noKpbrraji, KOTopbie Hap5iAy c noAoGHott (J)VHKi^HeH, 

COCTO^meH B npHAaHHH A03HpOBaHHbIM CyGbeAHHHIjaM OGOHX THnOB OAHHaKOBOTO 

BHeniHero BHAa, MoryT BbinojiHHTb h Apyrne (J>yHKu,HH, HanpHMep peTapAaijHio 
BbicBo6o^cAeHH5i oahoto hjih HecKOJibKHx AeftcTByiomHx BemecTB hjih npHAasaTb 
A03HpoBaHHbiM cy6i>eAHHHii,aM Ka^cAoro KOHKpeTHoro THna ycToiraHBocTb k ashctbhio 
yKejiyAOHHoro coica. 

H3 Alien epcHbix A03HpoBaHHbix cyGbeAHHHi; nyTeM hx cycneHAHpoBaHH^ b 
(jDapMaijeBTHHecKH npneMjieMbix cycneHAHpyioujHx areHTax mo^cho TaK^ce npHroTaBjiHBaTb 
B3BecH hjih cycneH3HH, npeACTaBji5nomne coGoh jieKapcTBeHHbie (f>opMbi a™ npneMa 

BHyTpb . 

B ApyroM npeAnoHTHTejibHOM BapnaHTe ocymecTBjieHH5i Hacro5imero H3o6peTeHH5i 
A03HpoBaHHbie cy6beAHHHu,bi (X) h (Y) npeAJiaraeTC5i pacnojiaraTb cjio5imh o th ocht ejib h o 
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Apyr Apyra. 

B 3TOM BapHaHTe CJIOH H3 A03HpOBaHHBIX cy6i>eAHHHu, (X) H (Y) npeOTO^THTeJIkHO 

pacnonaraTb oTHocHTejibHo Apyr Apyra b npeAJiaraeMoft b H3oGpeTeHHH JieKapcTBeHHoft 

(jDOpMe BepTHKaJIbHO HJIH ropH30HTaJIBHO, npH 3TOM B JieKapCTBeHHOH (J)OpMe MO^KeT TaiQKC 
IIpHCyTCTBOBaTb OAHH HJIH HeCKOJIbKO CJlOeB H3 A03HpOBaHHbIX CyGl>eAHHHIJ (X) H OAHH HJIH 

HecKOJitKo cjioeB H3 £03HpoBaHHtix cy6i>eAHHHij (Y), h no3TOMy HapaAy c 
npeAnoHTHTejiBHtiMH nocjieAOBaTejiLHocT^MH pacnojiOvKeHH5i cjioeB rana (X)-(Y), 

COOTBeTCTBeHHO (X)-(Y)-(X), B03M02CHBI H JIK>Gbie HHbie nOCJieAOBaTeJIbHOCTH 

pacnono)KeHH5i cjioeB, b tom *iHCJie h b coneTaHHH co cjioamh, coAep^aiijHMH KOMnoHem 
(a) h/hjih KOMnoHeHT (6). 

PaBHMM o6pa30M npeAno^THTejitHa npeAJiaraeMaa b H3 o 6p ct gh hh jieicapcTBeHHasi 
4)opMa, b KOTopoft A03iipoBaHHa5i cy6i>eAHHHija (Y) o6pa3yeT cepAH,eBHHy, KOTopaa 

nOJIHOCTBK) 3aKJHOHeHa B oGoJIOHKy H3 A03HpOBaHHOH Cy6l>eAHHHIl,bI (X) H KOTOpafl M05KeT 

6biti> oTAejieHa ot Hee pa3AeJiHTejibHbiM cjioeM (Z). TaKyio »ce CTpyKTypy 
npeAnoHTHTejiBHo Hcnojib30BaTb h b yica3aHHi>ix Btiuie AHcnepcHbix (|)opMax, npmeM b 
3tom cjiynae oGe A03HpoBaHHbie cy6i>eAHHHii,bi (X) h (Y), a TaioKe bo3mo)kho 
npeAycMOTpeHHBift Me^KAy hhmh pa3AejiHTejibHbift cjioft (Z), KOTopbift no CBoeft TBepAOCTH 

AOJI^CeH yAOBJieTBOp5TTI> COOTBeTCTByiOmHM H306peTeHHK) Tpe60BaHH5IM, npHrOTaBJIHBaiOT 

b oahoh h toh )Ke AHCnepCHOft (J)opMe. 

B cjieAyiomeM npeAnoHTHTenbHOM BapnaHTe A03HpoBaHHa5i cyGBeAHHHija (X) o6pa3yeT 
b npeAJiaraeMoft b H3o6peTeHHH JieKapcTBeHHoft (J)opMe cepAijeBHHy, 3aKjnoneHHyio b 
oGojionicy H3 A03HpoBaHHoft cyGi>eAHHHu,bi (Y), KOTopa5i HMeeT no MeHbineft Mepe oahh 
KaHan, BeAynjHH ot cepAU,eBHHbi JieKapcTBeHHoft (Jdopmbi k ee noBepxHocra. 

Me>KAy CHOeM H3 A03HpOBaHHOH Cy6l>eAHHHIl,bI (X) H CJIOeM H3 A03HpOBaHHOH 

cy6i>eAHHHu,bi (Y) npeAJiaraeMa^ b H3o6peTeHHH jieicapCTBeHHasr $opMa jjjik 

npOCTpaHCTBeHHOrO OTACJieHH^ A03HpOBaHHOH Cy6l>eAHHHI],BI (X) OT A03HpOBaHHOH 
CyGteAHHHI^BI (Y) MO»CeT HMeTb no OAHOMy HJIH HeCKOJIbKHM pa3AeJIHTeJIbHBIM CJI05IM (Z), 

npeAnoHTHTejiBHo no OAHOMy pa3AejiHTejibHOMy cjioio (Z), KOTopbift b HeKOToptix cnynaax 
Mo^ceT GbiTb o6pa30BaH HaGyxaiomHM MaTepnanoM. 

IlpeAJiaraeMaH b H3o6pereHHH jieicapcTBeHHafl 4>opMa c no MeHbineft Mepe nacranHbiM 

BepTHKaJIbHbIM HJIH rOpH30HTaJIbHbIM pacnOJIO^KeHHeM CJlOeB H3 A03HpOBaHHbIX 

cy6i>eAHHHii, (X) h (Y), a Taioice bo3mo™o npeAycMOTpeHHoro MeacAy hhmh 
pa3AejiHTejibHoro cjioa (Z) npeAno^THTejibHo AOJiacHa GbiTb npeACTaBjieHa b bhac TaGjieTKH 
hjih jiaMHHaTa. 

IlpH 3tom b HanGojiee npeAnonTnrejibHOM BapnaHTe CBoGoAHafl noBepxHocTb 
A03HpoBaHHoft cy6i>eAHHHijbi (Y) nojiHocTbio h b HeKOTopbix cjiynaflx no MeHbineft Mepe 
nacTb cboGoahoh noBepxHocTH A03HpoBaHHoft(-bix) cyG'beAHHHii.biCcyG'beAHHHii,) (X), a 
TaioKe b HeKOTopbix cjiynaax no MeHbineft Mepe naerb cboGoahoh noBepxHocTH bo3mo)kho 
npeAycMOTpeHHoro(-bix) pa3AejiHTejibHoro(-bix) cji05i(-eB) (Z) MoryT 6biTb noKpbiTbi no 
MeHbineft Mepe oahhm npenaTCTByiomHM BbicBoGo^cAeHHio KOMnoHeHTa (b), h/hjih 
KOMnoHeHTa (a), h/hjih KOMnoHeHTa (r), h/hjih (e) KOMnoHeHTa GapbepHbiM cjioeM (Z T ). 
TaKoft GapbepHbift cjioh (Z*) no cBoeft TBepAOCTH TaK^ce AOJi^ceH )^AOBjieTBopOTb 

COOTBeTCTByiOmHM H3o6peTeHHK) Tpe6oBaHH5IM. 

PaBHbiM o6pa30M ocoGeHHo npeAnoHTHTejibHa npeAAaraeMa^i b H3o6peTeHHH 
JieKapcTBeHHaii (|)opMa c BepTHKajibHbiM hjih ropH30HTajibHbiM pacnojio^KeHHeM cjioeB H3 
A03HpoBaHHbix cy6i>eAHHHi; (X) h (Y) h no MeHbineft Mepe oahoto pacnojio^ceHHoro Me^cAy 
hhmh ,, BbITaJIKHBaIOI^e^o ,, CJ1051 (p) ("push"-cji05i), a TaK»ce bo3mo)kho npeAycMOTpeHHoro 
pa3AejiHTejibHoro CJ1051 (Z), y KOTopoft Bee CBoGoAHbie noBepxHocTH cocTOfliijeft H3 
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,H,03HpOBaHHbIX Cy6l>eAHHHIl, (X) H (Y), M BbITaJIKHBaIOI^e^O ,, CJI05I ("push"-CJI05l) H B03M03KHO 

npe^ycMOTpeHHoro pa3A,eJiHTejibHoro CJ1051 (Z) cjiohctoh crpyKTypbi noKpbrrbi 
nojiynpoHHii,aeMi>iM noKpbiTHeM (E), KOTopoe npoHHijaeMo Rim cpeABi, b KOTopyio 
BbicBo6o^cAaeTC5i AeftcTByiomee semecTBo, T.e. oGmhho (}DH3HOJiorHHecKOH ^khakocth, 
ho b ochobhom He npoHHijaeMo jsjix AeftcTByiomero BemecTBa h KOMnoHeHTa (b), h/hjih 
KOMnoHeHTa (r), h/hjih komii oh eHTa (e) h KOTopoe b 30He A03HpoBaHHOH cy6i>eAHHHijbi (X) 
HMeeT no MeHbHieft Mepe oaho oTBepcTHe rjix blicboGo^cachh^ AefterByioinero BenjecTBa. 

CooTBeTCTsyioma^ jieicapcTBeHHafl cf)opMa, KOTopa5i H3BecTHa noA Ha3BaHHM 
nepopajiBHott ocmothhcckoh TepaneBTHnecKOH chctcmbi (IIOTC), paBHo KaK h npnroAHbie 
Rjm ee H3roTOBjieHH5i MaTepnajibi h cnocoGbi ee H3roTOBjieHH5i onncaHbi iiomhmo nponero b 
naTeHTax US 4612008, US 4765989 h US 4783337. B co otbgtctbhh c sthm yKa3aHHbie 
naTeHTbi BKjno^eHbi b HacTO5iinee onncaHHe b Ka^ecTBe ccbijikh h cocTaBraioT ero nacrb. 

B cjie^yiomeM npeAnoHTnrejibHOM BapiiaHTe A03HpoBaHHa5i cyGbeAHHHija (X) b 
npeAJiaraeMoft b H3o6peTeHHH JieKapcTBeHHoft (J)opMe HMeeT bha Ta6jieTKH, y kotopoh ee 
6oKOBa5i rpaHb h Heo65i3aTejibHo OAHa H3 o6ohx ocHOBHbix noBepxHocreft noKpbiTa 
6apbepHbiM cjioeM (Z ), coAep^KaujHM KOMnoHeHT (b), h/hjih KOMnoHeHT (r), h/hjih 
KOMnoHeHT (e). 

,ZJji5i cnei^najiHCTa b AaHHon oGjiacra ohcbhaho, hto Hcnojib3yeMbie b Ka)KAOM cjiynae 
AJifl npHroTOBjieHH5i npe^JiaraeMOH b H3o6peTeHHH JieKapcTBeHHoft (})opMbi 
BcnoMoraTejibHbie BemecTBa, BKjno^aeMbie b cocTaB A03HpoBaHHOH(-bix) 
cy6 , be r zi 1 HHHii,bi(cy6'be r ii,HHHii ( ) (X), cooTBeTCTBeHHo (Y), a TaK^ce bo3mo3kho 
npe^ycMOTpeHHoroC-bix) pa3AejiHTejibHoro(-bix) cno5i(-eB) (Z) h/hjih GapbepHoro(-bix) 
cji05i(-eB) (Z'), BbiGnpaiOTCH b 3aBHCHMocra ot pacnojio^ceHH5i yKa3aHHbix cyG'beAHHHii, h 
cjioeB b npeAJiaraeMoft b H3o6peTeHHH JieKapcTBeHHoft (|>opMe, ot npeAycMOTpemioro nyra 
ee BBe^eHH^ b opraHH3M, a TaiQKe b 3aBHCHMocTH ot KOHKperaoro BemecTBa, 
Hcnojib3yeMoro b KanecTBe bo3mo)kho npeAycMOTpeHHoro KOMnoHema (a), h/hjih 
KOMnoHeHTa (6), h/hjih KOMnoHeHTa (a) h b KanecTBe KOMnoHeHTa (b), h/hjih KOMnoHeHTa 
(r), h/hjih KOMnoHeHTa (e). MaTepnajibi, oGjiaAaiomne HeoGxoAHMbiMH b Ka^cAOM 

KOHKpeTHOM CJiy^ae CBOHCTBaMH, H3BeCTHbI CneiI,HajIHCTaM B AaHHOH o6jiacTH. 

IlpH 3aKjnoHeHHH b npezuiaraeMOH b H3o6peTeHHH JieKapcTBeHHoft (}x)pMe A03HpoBaHHoft 
cySbeAHHHii.bi (Y) b npen^TCTByiomyio BbicBoGo^KAeHHio H3 Hee KOMnoHeHTa (b), h/hjih 
KOMnoHeHTa (r), h/hjih KOMnoHeHTa (e) oGojio^ocy, npeAno^THTejibHo b BHAe GapbepHoro 

CJI05I, AJI5I npHTOTOBJieHH5I TaKOH AO 3HpOBaHHOH CyGl>eAHHHU,bI M05KHO HOTOJIb30BaTb 

oGbiHHbie, H3B ecTH bi e cneijiiajiHCTaM b AaHHOH oGjiacra MaTepnajibi npn ycnoBHH 
BKnioHeHH5i b ee cocTaB no MeHbuieft Mepe oahoto nojiHMepa (B) h bo3mo)kho KOMnoHeHTa 
(T) OT5i co6jnoAeHH5i TpeGoBaHHH, npe^t^BJi^eMbix k tbcpaocth npe^jiaraeMoft b 

H30GpeTeHHH JieKapCTBeHHOH (|)OpMbI. 

Ecjih ^ce npHMeHeHHe cooTBeTCTByiomero GapbepHoro cjiosi (Z*) AJifl npeAOTBpameHHJi 
BbicBo6o5KAeHH5i KOMnoHeHTa (b), h/hjih KOMnoHeHTa (r), h/hjih KOMnoHeHTa (e) He 
npe^ycMOTpeHo, to MaTepnajibi jjjik npnroTOBjieHH^i A03HpoBaHHbix cyGi>eAHHHij (Y) 

AOJI)KHbI BblGHpaTbC5I TaKHM 06pa30M, nToGbl npaKTH^eCKH nOJIHOCTblO HCKJIIOnHTb 

BbicB oG o^cASHHe cooTBeTCTByiomero KOMnoHeHTa (b) h/hjih KOMnoHeHTa (r) H3 
A03HpoBaHHoft cy6i>eAHHHu,bi (Y). B npeOTOHTHTejibHOM BapnaHTe rjik coGjuoachha 3toto 
TpeGoBaHHH mo»cho Hcnojib30BaTb nepeHHCJieHHbie HH^ce MaTepnajibi, KOTopbie motvt 
Hcnojib30BaTbC5i h j\ji5i o6pa30BaHHH GapbepHoro cjioa. 

K npeAnoHTHTejibHbiM b stom oTHouieHHH MaTepnajiaM othoc5itc5i MaTepnajibi, 
BbiGpaHHbie H3 rpynnbi, BKniOHaiomett ajiKHjmejunoji03bi, rHApoKCHajiKHjmejunoji03bi, 
rjnoKaHbi, cKjieporjnoKaHbi, MaHHaHbi, KcaHTaHbi, conojiHMepbi 
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nojiH[6Hc-(n-Kap6oKCH4)eHOKCH)]nponaHa h ceGaijHHOBOH khcjiotbi, npe^no^THTejibHo b 

MorapHOM cooTHoineHHH 20:80 (BtinycKaeMMe noA Ha3BaHHeM Polifeprosan 20®), 
Kap6oKCHMeTHjiu,ejuiiojio3i)i, npocTbie 3(J)Hpi>i u,ejuiiojio3bi, cjio^cHbie 3(f)Hpbi q,ejunojio3M, 

HHTpOU,eJIJIK)J103I>I, nOJIHMepbl Ha OCHOBe (MeT)aKpHJIOBOH KHCJIOTbl, a TaiQKe ee 3(|)HpOB, 

nojiHaMH^bi, nojiHKap6oHaTLi, nojinajiKHjieHbi, nojinajiKHjieHrjiHKOJiH, 
nojiHajiKHjieHOKCH^bi, nonHajiKHjieHTepec|)TajiaTM, nojiHBHHHjioBbie cnnpra, npocrbie 
nojiHBHHHjioBbie 3(J)Hpbi, cjio^cHtie nojiHBHHHjioBtie 3(f)Hpbi, ranoreHHpoBaHHbie 
nojiHBHHHjibi, nojiHrjiHKOJiH^bi, nojiHCKJiOKcaHti, a TaK^ce nojiHypeTaHLi h hx conojiHMepbi. 

K HanGojiee npnroAHbiM AJifl npnroTOBjieHHfl A03HpoBaHHbix cyG'beAHHHij (Y) 
MaTepnajiaM othoc5itc5i MaTepnajibi, BbiGpaHHbie H3 rpynnbi, BKjiio^aiomeH 
MeTHjm,ejuiiojio3y, 3THjm,ejuiiojio3y, rHApoKCHnponHjiu,ejiJiiojio3y, 

rHApoKCHnponHjiMeTHjiii,ejTniojio3y, rH,a,poKCH6yTHjiMeTHjm,ejiJiiojio3y, au,eTaT ijejiJiiojio3bi, 
nponnoHaT u,ejuiiojio3bi (c hh3koh, cpeAHeft hjih bmcokoh MOJieKyjisipHOH Maccofi), 
aijeTonponnoHaT ijejunojio3bi, aijeToGyrapaT ijejunojio3bi, aijeTO(J)TajiaT u,ejunojio3bi, 
Kap6oKCHMeTHjiii,ejinK)jio3y, TpnaijeTaT ijejunojio3bi, HaTpneBbm cyjib(|)aT ijejuiiojio3bi, 
nojiHMeTHjiMeTaKpHjiaT, nojiH3THjiMeTaKpiuiaT, nojinGyTHjiMeTaKpiuiaT, 
nojiHH3o6yTHjiMeTaKpHjiaT, nojiHreKCHjiMeTaicpHjiaT, nojiHH30AeijHjiMeTaKpHjiaT, 
n o jih jiay p h jim eT aicp h ji a t , nojiH(f)eHHjiMeTaKpHjiaT, nojiHMeTHjiaKpmiaT, 
nojiHroonponHjiaicpHjiaT, nojiHraoGyrajiaKpHjiaT, nojiHOKTaTAeu,HjiaKpHjiaT, nojirorajieH, 

nOJIH3THJieH HH3KOH njIOTHOCTH, nOJIH3THJieH BblCOKOH njIOTHOCTH, IIOJIHIiponHJieH, 

nojiH3THjieHrjiHKOJib, nojiH3THjieHOKCPiA, nojiH3THjieHTcpe(J)TajTaT, nojiHBHHHjioBbiH cnnpT, 

nOJIHBHHHJIH3o6yTHJIOBbIH 3(f)Hp, nOJIHBHHHJiaijeTaT H nOJIHBHHHJIXJIOpHA. 

K HanGojiee npnroAHbiM jxjik npHMeHeHH5i b yKa3aHHbix Bbime u,ejnix conojiMMepaM 
othoc5itc5i conojiHMepbi, Bbi6paHHbie H3 rpynnbi, BKjnonaiomeH conojiHMepbi 
6yrHjiMeTaKpHjiaTa h H3o6yTHjiMeTaicpHjiaTa, conojiHMepbi MeTHjiBHHHjioBoro 3(J)Hpa h 

MaJieHHOBOH KHCJIOTbl C BblCOKOH MOJieKyjI5ipHOH MaCCOH, COnOJIHMepbl MeTHJIBHHHJIOBOrO 
3(|DHpa H MOH03THJIOBOrO 3(|)Hpa MaJISHHOBOH KHCJIOTbl, COnOJIHMepbl MCTHJIBHHHJIOBOrO 

3$Hpa h MajieHHOBoro aHrHAPHAa, a TaK^ce conojiHMepbi bhhhjiobofo cnnpTa h 
BHHHJiau,eTaTa. 

K nncjiy Apyrnx, HanGojiee npnroAHbix rjisl BbinojiHeHH5i GapbepHoro cjioa MaTepnajiOB 
othoc5itc5i HanojiHeHHbiH KpaxMajioM nojiHKanpojiaKTOH (WO 98/20073), ajiH(J)aTHHecKHe 
nojiH3(|)HpaMHAbi (DE 19753534 Al, DE 19800698 Al, EP 0820698 Al), ajiHcjDaTHHecKHe h 
apoMaTMHecKMe nojiH3(J)HpypeTaHbi (DE 19822979), nojiHrHApoKCHajixaHoaTbi, npe>KAe 
Bcero nojiHrHApoKCH6yTHpaTbi h nojinrHApoKCHBajiepHaTbi, Ka3CHH (DE 4309528), 
nojiKjiaKTH^bi h conojiHjiaKTHAbi (EP 0980894 Al). yKa3aHHbie ny6jiHKau,HH b 

COOTBeTCTBHH C 3THM BKJIIO^eHbl B HaCTOfllljee OnHCaHHe B KaHeCTBe CCblJIKH H COCTaBJI5IIOT 

ero ^acTb. 

PaccMOTpeHHbie Bbiine MaTepnajibi mo^cho npn HeoGxoAHMocra Hcnojib30BaTb b cmcch c 

ApyrHMH oGbl^HbTMH H3BeCTHbTMH Cn 6 U,H a JTHCT EM B ^aHHOH oGjiaCTH BCTTOMOraTejTbHbTMH 

BemecTBaMH, npeAnoHTnrejibHo BcnoMoraTejibHbiMH BemecTBaMH, BbiGpaHHbiMH H3 
rpynnbi, BKjiionaiomeH nnacTH(})HKaTopbi, cKOJib35iinHe semecTBa, aHTHOKHCJiHTejiii, 
HanpHMep, MOHocTeapaT rjiHijepHHa, nojiycHHTeTHHecKHe npoH3BOAHbie TpnrjiHijepHAOB, 
nojiycHHTeTHHecKHe rjiHu,epHAbi, rHApnpoBaHHoe KacTopoBoe Macjio, najibMHTocTeapaT 
rjiHu,epHHa, GereHaT rjiHijepHHa, nojiHBHHHjinHppojiHAOH, ^KejiaraH, cTeapaT MarHH5i, 
CTeapHHOByio KHCjioTy, CTeapaT HaTpH^i, TajibK, 6eH3oaT HaTpnji, GopHyio KHCJioTy h 

KOJIJIOH^HblH KpCMHC3CM, )KHpHbie KHCJIOTbl, 3aMemeHHbie TpHTJIHU,epHAbI, rjIHI^epHAbl, 
nOJIHOKCHaJIKHJieHTJIHKOJIH, nOJIHaJIKHJieHTJIHKOJIH H HX npOH3BOAHbie. 

IlpH HajiHHHH b npe^JiaraeMOH b H3o6peTeHHH jieKapcTBeHHoft cJ^opMe pa3 r n.ejiHTejibHoro 
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cjios (Z) ero, paBHo KaK h He 3aKjno i ieHHyio b oGojiOHKy A03HpoBaHHyio cyGBeAHHHiiy (Y) 
npeAno^THTejibHo BbinojiH5iTb H3 yKa3aHHbix Bbiiue jxjik 6api>epHoro cjioji MaTepnajioB. 
,H,ji5i cneii,HajiHCTa b ^cIhhoh oGjiac™ ohcbhaho, hto peryjinpoBaTb BbicBoGovKAeHHe 
AencTByiomero BemecTBa, cootbctctbchho KOMnoHema, (b) h/hjih KOMnoHeirra (r) H3 

COOTBeTCTByiOmeH A03HpOBaHHOH Cy6l>eAHHHip>I MO)KHO TaK^Ce BapbHpOBaHHeM TOJIIIJHHbl 

pa3AejiHTejiLHoro cjio5i. 

Ilpe^jiaraeMaH b H3o6pereHHH jieicapcTBeHHafl 4>opMa npeACTaBji5ieT coGoft 
jieKapcTBeHHyio (})opMy c KOHTpojinpyeMbiM BbicBo6o)«AeHHeM H3 Hee AencTByiomero 
BemecTBa. IIpH 3tom b npeAnonraTejibHOM BapnaHTe OHa npnroAHa rjix AByKpaTHoro b 
cyTKH BBe^eHH5i b opraHH3M naipieHTa. 

IloMHMo 3Toro npeAJiaraeMaa b H3o6peTeHHH jieKapcTBeHHasi (f)opMa Mo^ceT 
npeACTaBji^Tb coGoft peTapA-4>opMy c no MeHLuieft Mepe nacTH^Ho 3aMeAJiemibiM 
(peTapAHpoBaHHbiM) bbicboGo^cashhcm H3 Hee oahoto hjih hcckojibkhx AeftcTByiomHx 
BemecTB, KOTopbie noTem^HajibHo abjiaiotct oGt^ktom hx HeMeAHAHHCKoro ynoTpeGjieHHfl 
h peTapAau,H5i BbicBo6o)KAeHH5i KOTopLix Mo^ceT oGecneHHBaTBCH c noMoujbio oGbihhbix, 
H3BecTHBix cneijHajiHCTaM b ^aHHoft oGjiacTH MaTepnanoB h cnocoGoB, HanpHMep, 3a cneT 
BHeApeHH5i Aeftcrayiomero BemecTBa b 3aAep3KHBaiomyio ero blicbo Go^c A^HHe MaTpHiiy hjih 
3a cneT HaHeceHH5i o^Horo hjih hcckojibkhx 3aAep)KHBaiomHx ero BbicBoGo>KAeHHe 
noKpBiTHH. BMecTe c TeM npn peryjinpyeMOM bbicboGo^caghhh AeftcTByiomero BemecTBa 
Bcer^a aojdkho oGecnennBaTbCfl coGjiioAeHHe yKa3aHHbix Bbime ycjioBHft, T.e., HanpHMep, 
npn npHMeHeHHH jieicapcTBeHHOH (j)opMbi no npaMOMy Ha3Ha i ieHHio npaKTH^ecKH nojiHoe 
BbicBoGo^cASHHe AeftcTByiomero BemecTBa, cooTBeTCTBeHHo AeftcTByiomHx BemecTB H3 Hee 
Acxtdkho 3aBepmaTBC5i eme ao Toro MOMeHTa, KaK bo3mo)kho coAep^amnecfl b Heft 
KOMnoHeHT (b) h/hjih KOMnoH eHT (r) Ha^HyT npoflBji^Tb cBoe OTpHijaTejiBHoe AeftcTBne Ha 
opraHH3M. IIomhmo 3Toro AoGaBjieHHe 3aAep5KHBaiomHx BBicBoGo^cAeHHe AeftcTByiomnx 
BemecTB MaTepnajioB He aoji^kho cHH^caTb HeoGxoAHMyio TBepAOCTb jieKapcTBeHHoft 

4)OpMBI. 

KoHTpojinpyeMoe BBicBoGowjeHHe AeftcTByiomero BemecTBa H3 npeAJiaraeMoft b 
H3o6peTeHHH neKapCTBeHHoft c^opMBi npeAnoHTHTejitHO oGecne^HBaTb 3a cneT BHeApeHH5i 
AeftcTByiomero BemecTBa b MaTpHijy. Gjiy^Kamne MaTpHu,eft BcnoMoraTejitHBie BemecTBa 
KOHTpojinpyioT BbicBo6o)KAeHHe AeftcTByiomHx BemecTB. OGpa3yiomHe MaTpHijy 
MaTepnajibi MoryT npeACTaBjiOTb coGoft, HanpHMep, rnApo(})HjibHbie rejieoGpa3yiomHe 
MaTepnajiM, BbicBoGo^cAeHHe H3 kotopbix AeftcTByioiuHx BemecTB nponcxoAHT 
npeHMyiqecTBeHHo b pe3yjibTaTe AH4)(^y3HH, jihGo rHApoc|)o6Hbie MaTepnajibi, 
BBicBo6o>KAeHHe H3 kotopbix AeftcTByiomnx BemecTB npoHcxoAHT npeHMymecTBeHHo B 
pe3yjiLTaTe AH(|)(|)y3HH H3 nop b MaTpHije. 

B Ka^ecTBe o6pa3yioiHHx MaTpHijy MaTepnajioB MoryT ncnojn>30BaTbC5i (^ranojiorn^ecKH 
coBMecTHMBie rHApo(J)HjiLHBie MaTepnajibi, H3BecTHBie cneijHajiHCTaM b A^HHoft oGjiacra. B 
KanecTBe rnApocjDHjibHbix oopa3yiomHx MaTpnijy MaTepnanoB npeAnoHTnrejibHo 
Hcnojib30BaTL nojiHMepti, HanGojiee npeAnoHTHTejitHo npocTBie 3(|)HpLi Aenjnoji03Bi, 

CJIO^CHBie 3(|)HpLI U,eJIJIIOJI03bI H/HnH aKpHJIOBbie cmojibi. K ocoGeHHo npeAno^THTejiBHbiM 

o6pa3yiomHM MaTpHu,y MaTepnajiaM othocotce 3THjm,ejunojio3a, 
rHApoKCHnponHjiMeTHjm,ejijnoji03a, rHApoKCHnponHnu,ejiJiioji03a, 

rHApoKCHMeTHjm,ejijnojio3a, nojiH(MeT)aKpHjiosa5i KHCJioTa h/hjih ee npoH3BOAHBie, TaKHe 
KaK ee cojih, aMHABi hjih 3(]dhpbi. 

PaBHbiM o6pa30M b KanecTBe o6pa3yiomHx MaTpni^y MaTepnajioB npeAno^THTejiLHo 
Hcnojib30BaTL rHApo(|)o6Hbie MaTepnajibi, TaKne KaK rHApo(|)o6Hbie nojiHMepbi, bockh, 
^cnpbi, ^cnpHbie KHCJiOTbi c a^hhhoh ii,enbio, »cnpHbie cnnpTbi hjih co otb eTCTBy lomne 
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cjio^KHbie hjih npocTbie 3(^Hpi>i jih6o cmcch yKa3aHHtix MaTepnajioB. K ocoGchho 
npeAno^THTejibHBiM ^jtsi npHMeHeHM b Ka^ecTBe MaTpHu,ti rHApo(]3o6HbiM MaTepnajiaM 

OTHOC5ITC5I MOHO- HJIH AHTJIHIjepHAbl )KHpHMX KHCJIOT C C^'^qj h/hJIH 3KHpHbie CniipTbl C Cj 

2 -C 3Q , h/hjih bockh jih6o cmcch yica3aHHbix MaTepnajioB. 

B KanecTBe o6pa3yioinHx MaTpHiiy MaTepnajioB bo3mo»cho TaK)Ke ncnojib30BaTb CMecH 
yica3aHHi>ix BLiine rHApo(J)HjibHbix h rHApo(|)o6Hbix MaTepnajioB. 

riOMHMO 3TOTO H KOMnOHeHT (B), a TaiOKe B03M05KHO npeAyCMOTpeHHblft KOMnOHeHT 

(r), KOTopbie corjiacHo H3o6peTeHHio Hcnojn>3yioTC5i jjjik npHAaHH5i jieicapTBeHHOH c^opMe 
HeoGxcwiMoro conpoTHBjieHHJi pa3pymeHH5i, cocTaBjisiiomero no MeHbineft Mepe 500 H, 
y^ce MoryT cjiy^cHTb AonojiHHTejibHbiMH o6pa3yiomHMH MaTpHijy MaTepnajiaMH. 

ITpe^jiaraeMaH b H3o6peTeHHH jieKapcTBeHHaa (f>opMa, Kor^a OHa npeAHa3HaneHa rjix 
npneMa BHyTpb, b npeAnoHTHTejibHOM BapnaHTe mo^kct hmctb Taicace yeroHHHBoe k 

^eHCTBHK) ^CeJiyAOHHOrO COKa nOKpblTHe, KOTOpoe paCTBOpJieTC5I B 3aBHCHMOCTH OT 

3HaHeHH5i pH cpe^Bi, b KOTopoft nponcxoAHT BbicBoGo^KAeHHe AeftcTByiomero BemecrBa H3 
jieKapcTBeHHott (Jdopmbi. IIpH HajiHTOH TaKoro noicpbiTH5i npeAJiaraeMaa b H3o6peTeHHH 
jieKapcTBeHHa5i (|)opMa npoxoAHT nepe3 vKejiyAOK 6e3 pacTBopeHH5i b hcm h HanHHaeT 

paCTBOp^TbCa H BbICBo6o!)KAaTb AGHCTByiOmee BeiHeCTBO JTHUIb B KHIIie^HHKe. B 

npeAno^THTejibHOM BapnaHTe ycroHHHBoe k ashctbhio »cejiyAOHHoro COKa noicpbrrae 
Aojdkho pacTBop5iTbC5i npH 3HaHeHHH pH b npeAejiax ot 5 ao 7,5. 

CooTBeTCTsyiomHe MaTepnajibi h cnocoGbi, Hcnojib3yeMbie rjix peTapAaijHH 

BbICB0605KAeHH5I £eHCTByK>mHX BemeCTB, a TaK^Ce HaHeceHHH yCTOHHHBblX K AeHCTBHK) 

^cejiyAOHHoro COKa noicpbiTHH, H3BecTHbi, HanpHMep, H3 khhth "Coated Pharmaceutical 
Dosage Forms - Fundamentals, Manufacturing Techniques, Biopharmaceutical Aspects, Test 
Methods and Raw Materials", Kurt H. Bauer, K.Lehmann, Hermann P. Osterwald, 
Rothgang, Gerhart, 1-e H3A-, H3A-BO Medpharm Scientific Publishers, 1998. B cootbctctbhh c 
3thm yKa3aHHa5i ny6jiHKai^H5i BKjnoneHa b Hacromijee onncaHHe b KanecTBe ccbijikh h 
cocTaBjiaeT ero ^acTb. 

MeTOAHKa onpeAejieHHfl conpoTHBjieHH5i pa3pyineHHK> 

Rjix npoBepKH npHro^HOCTH Toro hjih hhoto MaTepnajia am n pHM eH eH b KanecTBe 
KOMnoHcma (B) hjih (T) H3 npoBep^eMoro MaTepnana npn TeMnepaType, paBHOH, no 
MeHbmeft Mepe, TeMnepaType ero pa3M5irneHH5i, onpeAeji5ieMOH no ^CK-^HarpaMMe 
MaTepnajia, npeccyiOT npn ycmiHH npeccoBaHH5i, paBHOM 150 H, Ta6jieTKy AHaMeTpoM 10 
mm h tojiiahhoh (bmcotoh) 5 mm. 3aTeM b co oTBeTCTBHH c MeTOAOM onpeAejieHHfl 
conpoTHBjieHH5i TaGjieTOK pa3pynieHHio, onyGjiHKOBaHHbiM b eBponeftcKoft 
c^apMaKonee 1997-ro roAa H3AaHH5i, cc. 143, 144, mctoa N°2.9.8, c Hcnojib30BaHHeM 
onncaHHoro HH5Ke o6opyAOBaHH5i onpeAejiflioT conpoTHBjieHne H3roTOBjieHHbix TaKHM 
nyreM TaGjieTOK pa3pymeHHio. B KanecTBe H3MepHTejibHoro o6opyAOBaHH5i Hcnojib3yioT 
MauiHHy Rjix HcnbiTaHH5i MaTepnajiOB rana "Zwick Z 2.5" (J)HpMbi Zwick c MaKCHMajibHbiM 
pa3BHBaeMbiM ycnjineM Fmax, paBHbiM 2,5 kH, c xoaom nonepennHbi, paBHbiM 
MaKCHMyM 1150 mm h BbicTaBJi^eMbiM c noMonjbio peryjinpoBOHHoro MexaHH3Ma, 

COCT05imerO H3 KOJIOHHbl H XOAOBOTO BHHTa, CO CB060AHbIM paGOHHM npOCTpaHCTBOM 

C3aAH, paBHbiM 100 mm, co CKopocTbio HcnbiTaHHfl, peryjinpyeMon b npe^ejiax ot 0,1 ao 800 
mm/mhh, h nporpaMMHbiM oGecneneHneM "testControl". ,H,ji5i H3MepeHntt Hcnonb3yK)T 

nyaHCOH C BBHHHHBaeMblMH BCTaBKaMH H U,HJIHHApOM (AHaMeTpoM 10 mm) h MecA03y c 
MaKCHMajibHbiM H3Mep5ieMbIM yCHJIHeM Fmax 1 KH, C AHaMeTpOM 8 MM, C TOHHOCTbK) 

H3MepeHH5i corjiacHo cTaHAapTy ISO 7500-1, cooTBeTCTByiomeH Knaccy 0.5, HanHHa5i c 10 H, 
h miaccy 1, Ha^HHafl c 2 H, h c BbiAaBaeMbiM npoH3BOAHTejieM npoBepo^HbiM 
cepTH(J)HKaTOM M corjiacHo CTaHAapTy DIN 55350-18 (pacc^HTbiBaeMoe no MeTOAHKe 
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cjDHpMM Zwick MaKCHMajibHoe cyMMapHoe ycHjine Fmax 1,45 kH) (Bee oGopyAOBaHHe 
4)HpMti Zwick GmbH & Co. KG, Yjibm, TepMaHH5i, co cjieAyiomHMH HOMepaMH rjisl 3aica3a: 
BTC-FR 2.5 TH. D09 jxjisl HcnBiTaTejibHoft ManiHHbi, BTC-LC 0050N. P01 jsji^ MecA03bi h 
BO 70000 S06 jjjix i^eHTpnpyiomero npncnocoGjieHHfl). 

Ha npHjiaraeMOM k onncaHHio nepTe^ce b npe^ejitHo ynpomeHHOM BHAe cxeMaTHHHo 
noKaaaHo ycTpoftcTBo a™ H3MepeHH» coitpothbjichhh Ta6jieTOK pa3pyineHHio h, b 
nacTHocTH, noKa3aHo HcnonL3yeMoe jsjin 3Toro locrapoBOHHoe npHcnoco6jieHHe (6) jjjix 
BbiBepKH nojio^:eHH5i TaGjieTKH (4) aohb npou,ecce H3MepeHra. fljui npoBe^eHH^ H3MepeHHH 
Ta6jieTKy (4) noiviemaiOT Me^KAy BepxHefl HaacHMHofi njracTHHoft (1) h HH^cHefl h^dkhmhoh 
nuacTHHOH (3) He noica3aHHoro Ha nepTe^ce ycTpottcTBa jjjik nppuio»ceHH5i Harpy3KH h 

4)HKCHpVK)T C nOMOHJBIO AByX C0CT05HIJHX H3 AByX HaCTeft 3a)KHMOB (2), Ka^KAblH H3 

KOTopbix nocjie BbicTaBjieHH5i HeoGxoAHMoro a™ 3aKpenjieHH5i h u,eHTpHpoBaHHJi 
aHajiH3HpyeMoft TaGjieTKH paccT05iHH5i (5) npoHHo cocahh^iot c BepxHeft, cootbctctbchho 
HH^cHeft Ha^cHMHoft njiacTHHOH (He noKa3aHo). JXjix peryjiHpoBaHHii paccro5iHH5i (5) o6e 

HaCTH Ka^CAOrO H3 3a}KHMOB MO)KHO C^BHraTb HJIH pa3ABHraTL B rOpH30HTaJIbHOM 

HanpaBjieHHH nepeMenjeHHeM no cooTBeTCTByiomeH HaacHMHoft njiacraHe, Ha KOTopoft ohh 

VCTaHOBJieHbl. 

K ctohkhm k pa3pyiiieHHio noA B03AeftcrBHeM onpeAGJieHHOH MexaHHHecKoft Harpy3KH 
othoc5it TaK^ce TaGjieTKH, KOTopbie npn npHjio^ceHHH 3aAaHHoro ycnjiHJi He pa3pyniaioTC5i, 
ho b HexoTopbix cjiynaflx njiacTHH^ecKH Ae(J)opMHpyioTC5i. 

OnHCaHHbIM BblUie MeTOAOM H3MepeHHH, KOTOpbIM M03CH0 HCnblTblBaTb He TOJIbKO 

TaGjieTKH, ho h oTjiHHHbie ot hhx jieKapcTBeHHbie (|)opMbi, onpeAejiajiH conpoTHBjieHHe 
npeAJiaraeMbix b H3o6peTeHHH neKapcTBeHHbix (}}opM pa3pyuieHHio. 

Hn»ce H3o6peTeHHe no^cHJieTCJi Ha npHMepax. Bee paccMOTpeHHbie b npHMepax 
no5icHeHH5i hoc5it HCKjiio^HTejibHo HjunocTpaTHBHbiH xapaKTep H He OrpaHHHHBaiOT o6T>eM 

H306peTeHH5I. 

npHMepbi 

B np HBeA^HHbix HHyjce npHMepax b KanecrBe AeftcTByiomero BenjecTBa Hcnojib30BajiH 
THApoxjiopHA TpaMaAOJia. Hcnojib30BaHHe THApoxjiopHAa TpaMaAOJia oGycjiOBJieHO Jininb 

B03MO)KHOCTbIO ynpOCTHTb npOBeAeHHe 3KCnepHMeHTOB, xotx TpaMaAOJi h He 

npeACTaBjiaeT coGoh AeftcrByiomee BemecTBo, 5iBji5iiomeec5i oGbi^hmm noTemjHajibHbiM 
oG'beKTOM HeMeAHU,HHCKoro }^noTpe6jieHH5i, nocKOJibKy oh He noAnaAaeT noA 3aKOH 06 

oGpameHHH H npHMeHeHHH H apKOTHHeCKHX CpeACTB. IIOMHMO 3TOTO TpaMaAOJi 5IBJI5ieTC5I 

npeACTaBHTejieM Kjiacca onnoAOB, oGjiaAaiomHM xopouieft pacTBopHMocTbio b BOAe. 
npHMep 1 



KoMnOHCHTbl 


Kojihicctbo H3 pacncTa Ha offHy TaGncTKy 


OGlIJCC KOJIHICCTBO 


rH#poxjiopii,a, TpaMazjojia 


100 Mr 


100 r 


E[ojiH3THJieHOKCHfl, NF, moji. Macca 7000000 
(Polyox WSR 303, (J)HpMa Dow Chemicals) 


200 Mr 


200 r 


06maa Macca 


300 Mr 


300 r 



THApoxjiopHA TpaMaAOJia CMeniHBajiH c noponiKOBbiM nojiH3THjieHOKCHAOM b 
rpaBHTaii,HOHHOM cMecHTejie. TaGjieTOHHyio (J)opMy, cocT05imyio H3 BepxHero nyaHcoHa, 
HH^KHero nyaHcoHa h MaTpnijbi h npeAHa3HaHeHHyio jjjik H3roTOBjieHH5i TaGjieTOK c 
AHaMeTpoM 10 mm h c paAHycoM KpHBH3Hbi BbinyKjibix noBepxHocTen 8 mm, HarpeBajiH b 
cyiHHjibHOM HiKa(J)y ao 80°C. 3aTeM b HarpeToft TaGneTo^Hoft (|)opMe cnpeccoBbiBajin 
no 300 mt nopouiKOBoft CMecn, 3a^cHMa5i TaGjieTo^Hyio (f>opMy b THCKax c HeoGxoAHMbiM 
ycHjineM npeccoBaHH)i no MeHbineft Mepe Ha 15 c. 

ConpoTHBjieHHe TaGjieTOK pa3pyuieHHio onpeAejiajiH onncaHHbiM Bbiuie mctoaom c 
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Hcnojib30BaHHeM yKa3aHHoro Bbime o6opyAOBaHH5i. IIpH B03AeftcTBHH Ha Ta6jieTKH 
ycHjiHeM b 500 H He nponcxoAHJio HHKaKoro hx pa3pynieHH5i. TaGjieTKH hcbo3mo^kho Gbijio 

TaK^Ce H3MeJIbHHTb MOJIOTKOM. H3MeJIbHHTb TaGjieTKH He yAaBaJIOCb H C nOMOqBK) CTynKH 

h necTHKa. 

XapaKTepHCTHKH BticBo6o^cAeHH5i ^eftcTByiomero BemecTBa H3 npnroTOBjieHHOH 
jieKapcTBeHHoft (|)opMbi in vitro onpeAeji5uiH c Hcnojib30BaHHeM annapaTa c 
njiocKOJionacTHoft MemajiKoft b cooTBeTCTBHH c MeTo^OM, onHcaHHbiM b eBponeficKoft 
(jDapMaiconee. TeMnepaTypa cpeAM, b KOTopyio BBicBooo^ajiocB AencrByioinee BemecTBo, 
cocTaBji5uia 37°C, a CKopocrb BpameHH5i MeiuajiKH paBH5uiacb 75 mhh. B Hanajie 
3KcnepHMeHTa Ka>KAyio TaGjieTKy noMemajin b 600 mji HMHTHpyiomeft )KejiyAOHHbiH cok 
HCKy cctb eHHofi cpeAti c pH 1,2. ^lepes 30 mhh AoGaBjieHHeM mejioHH 3HaHeHHe pH 
noBtiniajiH ao 2,3, 3aTeM no HCTeneHHH eme 90 mhh noBbimajiH ao 6,5 h nocjie 3Toro no 
HCTeneHHH eme 60 mhh noBbimajiH ao 7,2. KojinnecTBo BbicBoGoAHBiiierocfl b 
pacTBopjiiomyio cpeAy AeftcrByiomero BemecTBa onpeAejinjiH b 3aAaHHbie, yica3aHHi>ie hutkc 

MOMeHTBI BpeMeHH C nOMOmbK) CneKTpaJILHOH (|)OTOMeTpHH. 



MOMCHT BpeMeHH 


BbicBoGoAHBineeca KOJimecTBO 


30 MHH 


15% 


240 MHH 


52% 


480 MHH 


80% 


720 MHH 


99% 



IIpHMep 2 

riopouiKOByio CMecL H3 npHMepa 1 HarpeBajiH nopu,H5iMH no 300 Mr ao 80°C h 3aTeM 
noMemajiH b MaTpHijy TaGjieTo^Hoft (f)opMbi. Ilocjie 3Toro H3 cMecn npeccoBajin TaGjieTKH. 
H3roTOBjieHHbie b stom npHMepe TaGjieTKH oGjiaAaioT tcmh tkq cBOHCTsaMH, hto h 
TaGjieTKH H3 npHMepa 1. 

IIpHMep 3 



KoMnoHeHTti 


KojinnecTBO H3 pacneTa Ha o^Hy Ta6neTKy 


OGmee KOjniHecTBO 


TH,n;poxjiopHfl; TpaMaflona 


50 Mr 


100 r 


E[ojiH3THiieHOKCH^:, NF, moji. Macca 7000000 
(Poly ox WSR 303, (j)HpMa Dow Chemicals) 


100 Mr 


200 r 


OGmaa Macca 


150 Mr 


300 r 



THApoxjiopHA TpaMaAOJia cm eui hb a jih c yKa3aHHbiM Bbime KOMnoHeHTOM b 
rpaBHTau,HOHHOM cMecHTejie. TaGjieTOHHyio (|)opMy, cocro5imyio H3 BepxHero nyaHcoHa, 
HH^KHero nyaHcoHa h MaTpnijbi h npeAHa3HaHeHHyio jjjix H3roTOBjieHH5i TaGjieTOK 
AHaMeTpoM 7 mm, HarpeBajiH b cvhihjilhom niKa(|)y ao 80°C. 3aTeM b HarpeToft 
TaGjreTo^THOH (f)opMe cnpeccoBbiBajTH no 1 50 Mr nopouiKOBOH cMecn, 3a>KHMasr 
TaGjieTo^Hyio (J)opMy b racKax c HeoGxoAHMbiM ycHjineM npeccoBaHH5i no MeHbuieft Mepe 
Ha 15 c. 

ConpoTHBjieHHe TaGjieTOK pa3pymeHHio onpeAeji^uiH onncaHHbiM Btiuie mctoaom c 
Mcnojib30BaHMeM yKa3aHHoro Bbiuie oGopyAOBaHna. Ilpn bo3aghctbhh Ha TaGjieTKH 
ycHjiHeM b 500 H He nponcxoAHJio HHKaKoro hx pa3pyuieHH5i. 

BbicBoGo^cAeHHe AeftcTByiomero BemecTBa H3 TaGjieTOK in vitro onpeAeJi5uiH no 
onncaHHOH b npHMepe 1 MeTOAHKe h nojiynnjiH cjieAyiomne pe3yjibTaTbi. 



MOMeHT BpeMeHH 


BbicBoGo/uiBHieeca KOJiHHecTBO 


30 MHH 


15% 


240 MHH 


62% 


480 MHH 


88% 
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720 MHH 



99% 



IIpHMep 4 



KoMnoHeHTbi 


KojiiinecTBO H3 pacqeia Ha ojxny Ta6neTKy 


06m;ee KOJiHHecTBO 


THApoxjiopH/i; TpaMaaona 


100 Mr 


100 r 


riojiH3THneHOKCHA, NF, Mon. Mace a 7000000 
(Poly ox WSR 303, (})HpMa Dow Chemicals) 


180 Mr 


180 r 


KcaHTaH. NF 


20 Mr 


20 r 


Ofiinaa Macca 


300 Mr 


300 r 



IXzipoxjiopHa TpaMa^ojia cMeuiHBajiH c KcaHTaHOM h nojiH3THjieHOKCHAOM b 
rpaBHTau,HOHHOM cMecHTejie. TaGjieTo^Hyio (|)opMy, cocTosmjyio H3 BepxHero nyaHcoHa, 
HH^KHero nyaHcoHa h MaTpmjBi h npeAHa3HaHeHHyio jjjix H3roTOBjieHH5i TaGjieTOK c 
AHaMeTpoM 10 mm h c paAHycoM KpHBH3Hi>i BBinyKjibix noBepxHocTen 8 mm, HarpeBann b 
cyniHjitHOM niKac|)y ao 80°C. 3aTeM b HarpeToft TaGjieTOHHoft (|)opMe cnpeccoBbiBajiH 
no 300 Mr nopouiKOBoft cmcch, 3a^cHMa5i TaGjieTOHHyio (J)opMy b THCKax c hcoGxoahmlim 
ycHjiHeM npeccoBaHHa no MeHtuieft Mepe Ha 15 c. 

ConpoTHBjieHne TaGjieTOK pa3pymeHHio onpeAejifljin onncaHHbiM Btiuie mctoaom c 
ncnojiB30BaHHeM yKa3aHHoro BBinie o6opyAOBaHH5i. Ilpn B03AettcTBHH Ha TaGjieTKH 
ycnjiHeM b 500 H He npoHcxoAHJio Hrocaicoro hx pa3pynjeHH5i. IIoa B03AeiiCTBHeM 
VKasaHHoro ycHjiHfl TaGjieTKH hcckojibko njiacraHecKH AecjDopMHpoBajiHCb. 

BbicBoGo^cAeHHe AeftcrByiomero BemecTBa H3 TaGjieTOK in vitro onpeAeJi5uiH no 
onHcaHHoft b npHMepe 1 MeTOAHKe h nojiy^Hjin cjieAyiomne pe3yjn>TaTBi. 



MoMeHT BpeMemi 


BbicBoGoAHBineecfl kouhhcctbo 


30 MHH 


14% 


240 MHH 


54% 


480 MHH 


81% 


720 MHH 


99% 



TaGjieTKH mo^ho Glijio pa3pe3aTb ho:>kom Ha KycoHKH c ajihhoh cropoHbi mhhhmym 
npHMepHo 2 mm. ,H,ajii>HeHHiee H3Mejn>HeHHe BnjioTb ao nopoiiiKoo6pa3Horo coctoahha 

GblJIO HeB03MO^CHO. IIpH CMeiHHBaHHH KyCO^KOB C BOAOH oGpa30BbIBaJIC5I BBICOKOB5I3KHH 

rejn>. 3tot rejiL jihihl c TpyAOM npoAaBjiHBajiCH nepe3 HHT>eKii,HOHHyio nrjiy c AnaM eTp om 

OTBepCTH5T 0,9 MM. TTpH BnpBICKHBaHHH reJTST B BOAy OH He CMeiHHBaJTCST CTOHTaHHO c boaoh, 

a ocTaBajicH BH3yajibHo pa3JiHHHMMM. 
IIpHMep 5 



KoMnoHeHTbi 


KoniiHecTBO H3 pac^eTa Ha o^Hy TaGneTKy 


06mee KOJiHHecTBO 


THApoxnopH/j, TpaMaaona 


50 Mr 


100 r 


nomoTHneHOKCHA, NF, moji. Macca 7000000 
(Poly ox WSR 303, (hnpMa Dow Chemicals) 


90 Mr 


180 r 


KcaHTaH ; NF 


10 Mr 


20 r 


06mafl Macca 


300 Mr 


300 r 



THApoxjiopHA TpaMaAOJia CMeuiHBajiH c KcaHTaHOM h nojiH3THjieHOKCHAOM b 
rpaBHTaii,HOHHOM CMecHTejie. TaGjieTOHHyio (J)opMy, cocrofliiryio H3 BepxHero nyaHcoHa, 
HH^KHero nyaHcoHa h MaTpHip>i h npeAHa3HaHeHHyio jjjik H3roTOBjieHH5i npoAonroBaTBix 

TaGjieTOK AJIHHOH 10 MM H IHHpHHOH 5 MM, HarpeBaJIH B CyiHHJIbHOM niKa(|)y ao 90°C. 3aTeM 

b HarpeToft TaGneTOHHoft (J)opMe cnpeccoBbiBajiH no 150 Mr nopoimcoBOH cMecn, 3a^cHMa5i 
TaGjieTOHHyio (J)opMy b THCKax c HeoGxoAHMbiM ycnjineM npeccoBaHH^ no MeHbuiett Mepe 
Ha 15 c. 
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ConpoTHBjieHHe TaGneTOK pa3pymeHino onpe^eji^jiH onHcaHHbiM BLiuie mctoaom c 
Hcnojib30BaHHeM yKa3aHHoro Bbiuie o6opyAOBaHH5i. IIpH B03AeftcTBHH Ha TaGjieTKH 
ycHjiHeM b 500 H He npoHcxoAHJio HHKaKoro hx pa3pymeHH5i. IIoa B03^eftcTBHeM 
VKa3aHHoro ycpuinn Ta6jieTKH hcckojibko njiacTHnecKH AecfcopMHpoBajiHCb. 

BbicBo6o)KAeHHe AefrcrByiomero BemecTBa H3 Ta6jieTOK in vitro onipejiQjinjm no 
onncaHHOH b npHMepe 1 MeTOAHKe h nojiynnjiH cjie^yiomHe pe3yjn>TaTti. 



MoMem BpeMeHM 




30 MHH 


22% 


120 MHII 


50% 


240 MHH 


80% 


360 MHH 


90% 


480 MHH 


99% 



TaGjieTKH mo^cho Gmjio pa3pe3aTb Ha KycoHKH c ajihhoii cropoHbi mhhhmym 

npHMepHO 2 MM, HO HeB03MO>KHO GbUTO H3MeJTb*THTb B nopOIHOK. TTpH CMeUJHBaHHH 
KyCOHKOB C BOAOH oGpa30BbIBaJIC5I BMCOKOB33KHH reJIb. 3TOT reJTb JIHHIb c Tpyr^oM 

npoAaBjiHBajicfl nepe3 HHbeKii,HOHHyio Hrjiy c AnaMeTpoM oTBepcraji 0,9 mm. IIpH 

BnpblCKHBaHHH TeJI5I B BO Ay OH He CMeiHHBaJICT CnOHTaHHO C BOAOH, a OCTaBaJICfl BH3yaJIbHO 
pa3JTHHHMbIM. 

IlpHMep 6 

Ah anorHHH o npHMepy 1 H3roTaBjiHBanH TaGjieTKH oneAyiomero cocTaBa. 



KoMnoHeHTbi 


KonHHecTBO H3 pacneTa Ha o/nry TaGneTKy 


KonHHecTBO H3 pacneTa Ha o/jHy nopuHio CMecH 


rHApOXJIOpHA OKCHKO^OHa 


20,0 Mr 


0,240 r 


KcaHTaH, NF 


20,0 Mr 


0,240 r 


E[0JIH3THJieH0KCHA, NF, MOJI. 

Macca 7000000 (Polyox WSR 303, 
(J)HpMa Dow Chemicals) 


110,0 Mr 


1,320 r 


06maa Macca 


150,0 Mr 


1,800 r 



XapaKTepHCTHKH BbicBo6o»cAeHH^ AeftcTByiomero BemecTBa H3 TaGjieTOK onpeAeji5uiH 
cjieAyiomHM nyTeM. XapaKTepHCTHKH BbicBo6o)KAeHH5i AeftcTByiomero BemecTBa H3 
TaojieTOK in vitro onpeAeji5UiH c Hcnojib30BaHHeM annapaTa c njiocKOJionacTHoft MemajiKoft 
b cooTBeTCTBHH c MeTOAOM, onHcaHHbiM b eBponeftcKOH (J)apMaKonee. TeMnepaTypa cpeAti, 
b KOTopyio BbicBo6o5KAajiocb AeftcTByiomee BemecrBo, cocTaBjnuia 37°C, a cKopocTb 
BpaujeHHsi MeuiajTKH paBHsmacb 75 oG/mhh. B KanecTBe cpeAbT, b KOTopyio 
BbicBoGo^KAajiocb AeHCTByioiqee BemecrBo, Hcnojib30BanH onHcaHHbift b 4>apMaKonee 
CIIIA 4)oc(|)aTHbiH 6ycf)ep c pH 6,8. KojinnecTBo BbicBo6oAHBuieroc5i b pacTBopmonjyio 
cpeAy h HaxoA^merocfl b Heft AeftcrByiomero BemecTBa onpeAejnuiH b 3aAaHHbie, 
VKa3aHHbie HH>Ke momchtm BpeMeHH c noMombio cneKTpajibHoft (|)OTOMeTpHH. 



MoMeiiT BpeMeim 


Cpe^nee 3iiaHeiiHe 


0 MHH 


0% 


30 MHH 


17% 


240 MHH 


61% 


480 MHH 


90% 


720 MHH 


101,1% 



ConpoTHBjieHHe TaGneTOK pa3pyuieHHio onpeAeji5ijiH onHcaHHbiM Bbiuie mctoaom c 
Hcnojib30BaHHeM yKa3aHHoro Bbiuie o6opyAOBaHH5i. IIpH B03AeftcTBHH Ha TaGjieTKH 
ycHjineM b 500 H He nponcxoAHJio HHKaKoro hx pa3pyuieHH5i. 

TaGjieTKH mo^ho Gbijio pa3pe3aTb Ha Kyco^KH c ajihhoii ctopohm mhhhmym 
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IlpHMepHO 2 MM, HO HeB03MO)KHO GblJIO H3MeJH>TOTb B nopOUIOK. IlpH CMeiUHBaHHH 
KyCOHKOB C BOAOH 06pa30BbIBaJIC5I BMCOKOB5I3KHH TeJIb. 3TOT TeJIb JIHHIb C TpyAOM 

npoAaBjiHBajicfl nepe3 HHbeKijHOHHyio nrjiy c AnaMeTpoM oTBepcrafl 0,9 mm. IlpH 

BnpblCKHBaHHH TCJI5L B BO Ay OH He CMeiHHBaJICfl CnOHTaHHO C BOAOH, a OCTaBaJIC5I BH3yaJIbHO 
pa3JIHHHMbIM. 

IlpHMep 7 



KoMllOHeHlbl 


KojiMHeciBo M3 pacneia Ha o^j,Hy l aojieiKy 


OGinee KOJiH^eciBo 


rHApoxjiopn/i, TpaMazjo:ia 


100,0 Mr 


2.0 r 


rTo jnio Time no kch,zj , NF, moji. Macca 7000000 (Polyox 
WSR 303, (J)HpMa Dow Chemicals) 


221,0 Mr 


4,42 r 


rnnpoKCHnponnnMeTHJmejiJiiojio3a (Metholose 90 SH, 
100000 cn, (J)HpMa ShinEtsu) 


20,0 Mr 


0,4 r 


ByTHJITH^pOKCHTOJiyOJI (BrT) 


0,2 Mr 


0,004 r 


06maa Macca 


341,2 Mr 


6,824 r 



YKa3aHHoe kojihhcctbo BrT pacTBopsuiH b 3TaHOJie (96%-hom) c nojiyneHHeM 
7,7%-Horo (no Macce) 3TaHOJibHoro pacTBopa. 3tot acTBop cMeniHBajiH c 
nojiH3THjieHOKCHAOM h 3aTeM cyniHjiH npH 40°C b TeneHHe 12 h. K 3toh BbicyuieHHoft CMecn 
Ao6aBji5uiH Bee ocTajibHbie KOMnoHeHTbi h nepeMeuiHBajiH b TeneHHe 15 mhh b 
rpaBHTau,HOHHOM cMecHTene. B nocjieAyiomeM Ta6jieTKH H3roTaBjiHBajiH TeM ^ce cnoco6oM, 
hto h b npHMepe 1. IlpH stom Hcnojn>30BajiH Kpyrjibift nyaHcoH (AnaMeTpoM 10 mm) c 
paAHycoM KpHBH3HM BorHyToft paGoneft nOBepXHOCTH 8 MM. 

ConpoTHBjieHHe TaGneTOK pa3pymeHHio onpeAeji^JiH onHcaHHbiM Bbime mctoaom. IlpH 
B03AeftcTBHH Ha TaGjieTKH ycHjiHCM b 500 H He npoHcxoAHJio HHKaKoro hx pa3pyuieHH5i. 

IlOMHMO 3TOTO TaGjieTKH HCB03M05KHO GblJIO H3M eJIbHHTb HH MOJIOTKOM, HH C nOMOIIILK) 

CTynKH h necTHKa. 

BbicBoGo^cAeHHe AeficTByioiqero BemecTBa H3 jieKapCTBeHH oh (J)opMbi in vitro 
onpeAeJi5UiH no onncaHHOH b npHMepe 1 MeTOAHKe. 



MOMeHT BpeMeHH 


KonHHecTBO BLicBo6oflHBinerocH flettcTByiomero BemecTBa 


30 MHH 


17% 


240 MHH 


59% 


480 MHH 


86% 


720 MHH 


98% 



TTpnMep 8 



KoMnoHeHTbi 


KoiMHecTBO H3 pacHeTa Ha o^Hy raGjieTKy 


06mee KoitHHecTBo 


rHApoxnopiifl, TpaMazjojia 


100,0 Mr 


2,0 r 


E[ojiH3THJieHOKCHA, NF, Mon. Macca 7000000 (Polyox 
WSR 303, (J)HpMa Dow Chemicals) 


221,0 


4,42 r 


rH/j,poKC]inponHJiMeiHJiu,ejiJiK)Jio3a (Metholose 90 SH, 
100000 cn, (hnpMa ShinEtsu) 


20,0 Mr 


0,4 r 


06maa Macca 


341,0 Mr 


6,82 r 



OTAenbHbie KOMnoHeHTbi cm euiHBajiH Me^KAy coGoh b rpaBHTaurioHHOM cMecHTejie b 
TeneHHe 15 mhh. TaGjieTKH H3roTaBjiHBajiH onncaHHbiM b npHMepe 1 cnocoGoM c 
Hcnojib30BaHHeM HarpeToft TaGjieTo^Hoft (Jdopmm. Ilpn 3tom Hcnojn>30BajiH Kpyrjibift 
nyaHcoH (AnaMeTpoM 10 mm) c paAnycoM KpHBHHbi BorHyToft paGoneft noBepxHocTH 8 mm. 

ConpoTHBjieHHe TaGneTOK pa3pyuieHHio onpeAeJifljiH onHcaHHbiM Bbiuie mctoaom. ITpn 
bo3AGhctbhh Ha TaGjieTKH ycHjiHeM b 500 H He nponcxoAMJio HMxaKoro hx pajpyHieHHa. 

IlOMHMO 3TOTO TaGneTKH HeB03MO>KHO GblJIO H3MeJIbHHTb HH MOJIOTKOM, HH C nOMOHJbK) 
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CTynKH h necTHKa. 

BBicBoGo^KAeHHe ^eficTByiomero BenjecTBa H3 JieKapcTBeHHoft (J)opMi>i in vitro 
onpQRQjixjm no onHcaHHofi b npHMepe 1 mqtoahkq. 



MOMeHT BpeMeHH 


KonHHecTBO blicbo 6 o,uhb inerocn .aeflcTByiomero BemecTBa 


30 MHH 


16% 


240 MHH 


57% 


480 MHH 


84% 


720 MHH 


96% 



OopMyjia H3o6peTeHH5i 

1. 3amHmeHHa5i ot npHMeHerora He no Ha3HaHeHHio, TepMO(|)opMOBaHHa5i 6e3 3KCTpy3HH 
jieKapcTBeHHa5i (|)opMa, oxjinnaiomaflcfl TeM, hto OHa Hapany c o^hhm hjih hcckojibkhmh 
AeftcTByiomnMH BemecTBaMH (A), noTemjHajitHo 5iBji5iiomHMHC5i o6beKTOM nx 
HeMeAHi^HHCKoro ynoTpe6jieHH5i, a TaK^Ke bo3mo^jchi>imh (|)H3HOJiorHHecKH cobmccthmbimh 
BcnoMoraTejibHbiMH BemecTBaMH (E) coacp^kht no MeHbinen Mepe o^hh cHHTeranecKHH hjih 
npHpoAHbift nojiHMep (B), BbiGpaHHbiH H3 rpynnBi, BKjnonaiomeH nojiHajncnjieHOKCHA, 
nojiH3THjieH, nojinnponnjieH, nojiHBHHHjixjiopHA, nojiHKap6oHaT, nojiHCTHpoji, 

n o jiHaKpHjiaT , conojiHMepBi h hx cMecn, h Heo6fl3aTejibHo no MeHBineft Mepe oahh bock (r), 
npn 3tom KOMnoHeHT (B) h bo3mo^cho npHcyTCTByioiu,HH KOMnoHeHT (r) co,n,ep^caTC5i B 
JieKapcTBeHHoft (|)opMe b KOJinnecTBax, npn KOTopbix ee conpoTHBjieHHe pa3pymeHHio 
cocTaBjiaeT no MeHbinen Mepe 500 H. 

2. JleicapcTBeHHafl (|)opMa no n.l, OTJiH^aioma$ic5i TeM, hto OHa npe^cTaBJieHa b BH^e 
TaGjieTKH. 

3. JleicapcTBeHHaH (f)opMa no n.l, oxnnnaiomajicfl TeM, hto OHa npe^cTaBjieHa b 
AHcnepcHOM BH^e, npe^noHTHTejibHo b BH^e MHKpoTa6jieTOK, MHKponejuieTOB, 
rpaHyjiiiTOB, cc^epoHAOB, KpynHHOK hjih nejuieTOB, Heo6a3aTejibHo b cnpeccoBaHHOM b 
TaojieTKH hjih b pac(J)acoBaHHOM b Kancyjibi BH^e. 

4. JIeKapcTBeHHa5i (J)opMa no n.l, oxjinnaiomaflcfl TeM, mo OHa co^ep^cHT b KanecTBe 
nojiHMepa (B) no MeHbineft Mepe o^hh nojiHMep, BbiGpaHHbift H3 rpynnbi, BKjnonaiomeH 
nojiH3THjieHOKCHA, nojiHMerajieHOKCHA, nojinnponnneHOKCHA, nojni3THjieH, nojinnponnjieH, 
nojiHBHHHjixjiopHTi,, nojiHKap6oHaT, nojiHcrapoji, n o JiHaKpHjiaT, conojiHMepBi h hx CMecn, 

npeOTOHTHTeJIBHO nOJIH3THJieHOKCHA- 

5. JIeKapcTBeHHa5i 4>opMa no n.4, oxjiHnaioma5ic5i TeM, nTo nojiHBTHjieHOKCHA (B) HMeeT 
MOJieKyjinpHyio Maccy no MeHtuieft Mepe 0,5 mjih. 

6. JleKapcTBeHHa^i (f)opMa no n.5, oxnnnaiomaflcfl TeM, hto MOJieKyjmpHasi Macca 
nojiH3THjieHOKCHAa (B) cocTaBJineT no MeHbineH Mepe 1 mjih. 

7. JIeKapcTBeHHa5i 4>opMa no n.6, OTjiH*iaioma5ic5i TeM, hto MOJieKyjmpHafl Macca 
nojiH3THjieHOKCH,n,a (B) cocTaBjineT ot 1 ao 15 mjih. 

8. JIeKapcTBeHHa5i (J>opMa no n.l, oTjinnaiomaacH TeM, hto OHa b KanecTBe Bocxa (r) 
coAep^cHT no MeHbineft Mepe oahh npnpoAHbiH, nojiycHHTeTHnecKHii hjih cHHTeTHnecKHH 
bock c TeMnepaTypoH pa3M5irneHH5i no MeHbineH Mepe 60°C. 

9. JleKapcTBeHHafl (fcopMa no n.8, oxnnnaiomaflcfl TeM, hto bock (r) npeAcraBjiaeT co6oh 
KapHayGcKHH bock hjih nnejiHHbift bock. 

10. JleKapcTBeHHaa (]DopMa no n.l, oxjiHnaioma5ic5i TeM, mo A^HCTByiomee BemecTBo (A) 
npeACTaBji5ieT co6oh no MeHbineH Mepe oaho AencTByiomee BemecTBo, Bbi6pamioe H3 
rpynnbi, bkjiio naiom, eii onnowi,bi, TpaHKBHjiH3aTopbi, cTHMyjurropbi, 6ap6nTypaTbi h 
Apyrne HapKOTHnecKHe cpeACTBa. 
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11. JleKapcTBeHHaa (]DopMa no n.l, oTjiHHaioma5ic5i TeM, hto OHa AonojiHHTenbHo 
coAepacHT no MeHbmeft Mepe oahh H3 cjieAyiomnx KOMnoHeHTOB a)-e): 

(a) no MeHBmeft Mepe oaho pa3Apa}Kaiomee nojiocTb Hoca h/hjih tjiotkh BemecTBo, 

(6) no MeHbmeft Mepe oaho noBbiniaiomee b5I3kocti> cpeACTBo, KOTopoe b H3BjieneHHOM 

H3 JieKapCTBeHHOH (J)OpMI>I C nOMOmbK) MHHHMaJIbHO Heo6xOAHMOTO KOJIHHeCTBa boahoh 

^ch^kocth 3KCTpaKTe o6pa3yeT rejib, KOTopbift npeAnoHTHTejibHo npn ero Ao6aBjieHHH b 
AonojiHHTejibHoe KOJinnecTBo boahoh )khakocth ocTaeTC5i BH3yajn>Ho pa3JiHHHM, 

(b) no MeHbmeft Mepe oahh aHTaroHHCT AeftcTByionjero BemecTBa, cooTBeTCTBeHHo 

AJI5I AGHCTByiOmHX BemeCTB, nOTeHU,HaJTBHO 5IBJI5IIOIHHXC5I o6l>eKTOM HX HeMeAHI^HHCKOrO 

ynoTpe6jieHH^, 

(r) no MeHLinen Mepe oaho pBOTHoe cpeACTBo, 

(a) no Mem>meH Mepe oahh KpacHTenb b KanecTBe aBepcHBHoro cpeACTBa, 
(e) no MeHLmeft Mepe oaho ropbicoe BemecTBo. 

12. JleKapcTBeHHaa (J)opMa no n.ll, oTjinnaiomaflCJi TeM, hto pa3Apa)Kaiomee BemecTBo, 
Hcnojn>3yeMoe b KanecTBe KOMnoHeHTa (a), Bbi3biBaeT )OKeHHe, 3yA, no3biB k nnxaHHio, 
noBbimeHHoe BtmejieHne ceicpeTa hjih oAHOBpeMeHHo oica3biBaeT no MeHbmeft Mepe ABa 
TaKHx pa3Apa)*caiomHx aghctbh^. 

13. JleKapcTBeHHaa (f)opMa no n.ll, oTjiHHaioma5ic5i TeM, hto ocnoBy pa3Apa)Kaiomero 
BemecTBa, Hcnojib3yeMoro b KanecTBe KOMnoHeHTa (a), cocTaBji5ieT oaho hjih HecKOJibKo 
pa3Apa^caiomHx BemecTB H3 no MeHbmeft Mepe oahoto coAep^camero ero (hx) 
jieKapcTBeHHoro hjih ynoTpe6ji5ieMoro b nnnjy pacTeHHe. 

14. JleKapcTBeHHaa (J)opMa no n.l 3, 0TjiHHaK>ma5ic5i TeM, hto coAep^camee 
pa3Apa^caiomHe BemecTBa jieKapcTBeHHoe hjih ynoTpeGnaeMoe b ninny pacTeHHe 
npeACTaBji^eT co6oft no MeHbmeft Mepe oaho JieKapcTBeHHoe hjih ynoTpe6jmeMoe b nnnjy 
pacTeHHe, Bbi6paHHoe H3 rpynnbi, BKjiioHaionjeft Allii sativi Bulbus, Asari Rhizoma c. 
Herba, Calami Rhizoma, Capsici Fructus (erpyHKOBbift nepeu,), Capsici Fructus acer 
(KafteHCKHH nepeu,), Curcumae longae Rhizoma, Curcumae xanthorrhizae Rhizoma, Galangae 
Rhizoma, Myristicae Semen, Piperis nigri Fructus (nepeij), Sinapis albae (Erucae) 

Semen, Sinapis nigri Semen, Zedoariae Rhizoma h Zingiberis Rhizoma, HanGonee 
npeAnoHTHTejibHo no MeHbmeft Mepe oaho JieKapcTBeHHoe hjih ynoTpe6ji5ieMoe b nnnjy 
pacTeHHe, BbiGpaHHoe H3 rpynnbi, BKjnonaiomeft Capsici Fructus (cTpyHKOBbift 
nepeu,), Capsici Fructus acer (KafteHCKHH nepeu,) h Piperis nigri Fructus (nepeu,). 

15. JleKapcTBeHHaa (J)opMa no n.13, oTjiHHaiomaflca TeM, hto pa3Apa>Kaiomee BemecTBo 
H3 coAep^caiqero ero JieKapcTBeHHoro hjih ynoTpe6ji5ieMoro b nniijy pacreHH5i 
npeACTaBjieHo b bhac o-MeTOKCH(MeTHji)(J)eHOJibHoro coeAHHeHH5i, aMHAa khcjiotm, 
ropHHHHoro Macjia hjih cyjn>(|)HAHoro coeAHHeHHfl jih6o JiBjineTCfl npoH3BOAHbiM oAHoro H3 
noAoGHbix coeAHHeHHft. 

16. JleKapcTBeHHa5i 4>opMa no n.l 3, oTjiHHaioma5ic5i TeM, hto pa3Apa)Kaiomee BemecTBo 
H3 coAep^Kamero ero JieKapcTBeHHoro hjih ynoTpeGjraeMoro b nniijy pacTeHH5i 
npeACTaBji5ieT coGoft no MeHbmeft Mepe oaho BemecTBo, BbiGpaHHoe H3 rpynnbi, 
BKjnonaiomeft mhphcthu,hh, 3jieMHu,HH, H303BreHOJi, (3-acapoH, ca(J)poji, a^khha^khpojibi, 
KcaHTopH3on, KancaHu,HHOHAbi, npeAnoHTHTejibHo Kancanu,HH, nnnepHH, npeAnoHTHTejibHo 
TpaHC-nnnepHH, rjnoK03HHOJiaTbi, npeAnoHTHTejibHo Ha ocHOBe HejieTynnx ropHHHHbix 
Maceji, HanGojiee npeAnoHTHTejibHo Ha ocHOBe n-rHApOKCH6eH3HjiHpoBaHHoro ropHHHHoro 
Macjia, coAep^fcamero MeTHjiMepKanTorpynnbi ropHHHHoro Macjia hjih 
MeTHjicyjib(J)OHHjiHpoBaHHoro ropHHHHoro Macjia, h oaho H3 npoH3BOAHbix yKa3aHHbix 
BeiqecTB. 

17. JleicapcTBeHHa5i (|)opMa no n.ll, 0TjiHHaK>ma5ic5i TeM, hto KOMnoHem (6) 
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npe^CTaBji^eT coGoft no MeHbineft Mepe oaho noBtiinaiomee b5okoctl cpeACTBo, 
BBiGpaHHoe H3 rpynnbi, BKjrio^aiomeH MHKpoKpHCTajinHHecicyio ijejiJiiojio3y c 11 Mac.% 
HaTppieBoft cojih Kap6oKCHMeTHjiii,ejxjiiojT03bi (Avicel® RC 591), HaTpneByio cojib 
Kap6oKCHMeTHjm,ejinioji03bi (Blanose®, CMC-Na C300P®, Frimulsion BLC-5®, Tylose C300 
P®), nojiHaKpHjioByio KHCJiOTy (Carbopol® 980 NF, Carbopol® 981), KaMeAk njioAOB 
po^KKOBoro AepeBa (Cesagum® LA-200, Cesagum® LID/150, Cesagum® LN-1), neKTHHbi H3 
u,HTpycoBi>ix njio^OB hjih 5i6jiok (Cesapectin® HM Medium Rapid Set), KpaxMaji 
bockobtohoh Kyicypy3bi (C* Gel 04201®), ajibrHHaT HaTpH^i (Frimulsion ALG(E401)®), 
ryapoByio KaMeAk (Frimulsion BM®, Polygum 26/1-75®), i-KapparHHaH (Frimulsion D021®), 
KaMe^b KapafiH, rejuiaHOByio KaMeAk (Kelcogel F®, Kelcogel LT100®), 
rajiaKTOMaHHaH (Meyprogat 150®), KaMe^b Tapbi (Polygum 43/1®), 
nponHjieHrjiHKOJibajibrHHaT (Protanal-Ester SD-LB®), aGjio^Hbift neKTHH, raajiypoHaT 
HaTpHJi, TparaHT, KaMeAb TapBi (Vidogum SP 200®), BejiaHOByio KaMeAb (Kl A96), 
npeACTaBjifliomyio coGoft nojiynaeMbift (J>epMeHTaTHBHbiM nyTeM nojincaxapHA, h 
KcaHTaHOByio KaMeAk (Xantural 180®). 

18. JleicapcTBeHHafl (j)opMa no n.ll, oTjiHHaioma5ic5i TeM, hto KOMnoHeHT (b) 
npeACTaBji^eT coGoft no MeHbineft Mepe oahh aHTaroHHCT onnonAa, BbiGpaHHbift H3 
rpynnbi, BKjnonaiomeft HajiOKcoH, HajiTpeKcoH, HajiMe(J)eH, HajiHA, HajiMeKCOH, Hajiop(|)HH, 
Hajiycf)HH h cooTBeTCTByiomee 4)H3HOJiorHHecKH coBMecTHMoe coeAHHeHne, npe^cAe Bcero 

OCHOBaHHe, COJIb HJIH COJTbBaT. 

19. JleKapcTBeHHaa (f)opMa no n.ll, oTjiH*iaioma5ic5i TeM, nTo KOMnoHem (b) 
npeACTaBji5ieT coGoft no MeHbineft Mepe oahh HeftpojienTHK b KanecTBe aHTaroHHera 
CTHMyji^Topa, npeAnoHTHTejibHo BbiGpaHHbift H3 rpynnbi, BKjnonaiomeft rajionepnAOJi, 
npoMeTai^HH, cj)jiy(})eHa3HH, nep(J)eHa3HH, jieBOMenpoMa3HH, THopnAa3HH, nepa3HH, 
xjiopnpoMa3HH, xjiopnp othkchh , 3yKjioneHTHKcoji, (f)jiyneHTHKcoji, npoTnneHAHji, 30TenHH, 
GeHnepHAOJi, nnnaMnepoH, MejinepoH h GpoMnepiiAOJi. 

20. JleKapcTBeHHaa (f)opMa no n.ll, oTjin^aiomaflCfl TeM, mo ocHOBy pbothoto 
cpeACTBa, Hcnojib3yeMoro b KanecTBe KOMnoHeHTa (r), cocTaBjnieT oaho hjih HecKOJibKo 
BemecTB, coAep)Kan^HXC5i b KopHe HneKaicyaHbi (pbothom KopHe), npeAnonraTejibHO 
coAepacamnftcfl B HeM 3MCTHH h/hjih anoMop(J)HH. 

21. JTeKapcTBeHHaa (f)opMa no n.ll, oTjiH*iaioma5ic5i TeM, nTo KOMnoHem (a) 
npeACTaBji^eT coGoft no MeHbineft Mepe oahh (|)H3HOJiorHnecKH coBMecraMbift KpacHTejib. 

22. JleKapcTBeHHaa (|)opMa no n.ll, oTjinnaiomaflCfl TeM, hto komiiohcht (e) 
npeACTaBjiHeT coGoft no MeHbmen Mepe oaho ropbKoe BemecTBo, BbiGpaHHoe H3 rpynnbi, 
BKjnoHaiomeH apoMaTHHecKHe Macjia, npeAnonraTejibHo Macjio nepemioft matm, 
3BKajiHnTOBoe Macjio, Macjio ropbKoro MHHAaji5i, mchtoji h hx cMecn, a p o m aT hh e ckh e 
BemecTBa njioAOB, npeAnonraTejibHo apoMaTmiecKHe BemecTBa ijhtpohob, anejibCHHOB, 
jihmohob, rpenn(J)pyTOB h CMecn H3 no MeHbmeft Mepe AByx yica3aHHbix apoMaTH^ecKHx 
BemecTB njioAOB, 6eH3oaT AeHaTOHra h CMecn H3 no MeHbmeft Mepe AByx yicasaHHbix 
ropbKHx BemecTB. 

23. JleKapcTBeHHaa (J)opMa no n.ll, oTjiH*iaioma5ic5i TeM, nTo AeftcTByiomee BemecTBo, 
cooTBeTCTBeHHo AeftcTByiomne BemecTBa (A) npocTpaHCTBeHHo oTAejieHbi ot KOMnoHeHTa 
(b), h/hjih KOMnoHeHTa (r), h/hjih KOMnoHeHTa (e), n p e An o htht e Jib h o HenocpeACTBeHHo He 
KOHTaKTHpyioT c yKa3aHHbiM(-n) KOMnoHeHTOM(-aMH), npn 3tom npeAnoHTHTejibHo 
AeftcTByiomee BemecTBo, cooTBeTCTBeHHo AeftcTByiomne BemecTBa coAep»cHTC5i(-aTC5i) b no 
MeHbmeft Mepe oahoii A03Hp oBaHH oft cyG'beAHHHije (X), a komii oh eHT (b), h/hjih 
KOMnoHeHT (r), h/hjih KOMnoHeHT (e) - b no MeHbmeft Mepe oahoii Apyroft A03HpoBaHHoft 
cyG^eAHHrn^e (Y), b KOTopoft KOMnoHeHT (b), h/hjih KOMnoHeHT (r), h/hjih KOMnoHeHT (e) 
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npn npHMeHeHHH jieicapcTBeHHOH (Jdopmli no npaMOMv Ha3HaneHHio He npo5iBji5iK)T npn 
nona^aHHH b opraHH3M, cootbctctbchho npn npneMe BHyTpt, cBoero ^eftcTBHa. 

24. JleKapcTBeHHaa (J)opMa no n.l, oxjiHHaioma5ic5i TeM, hto OHa npe,n,CTaBji5ieT coGoh 
peTap^,-(|)opMy c no MeHbuien Mepe nacraHHo peTapAHpyeMMM BticBoGo^KAeHHeM no 
MeHLuieft Mepe oahoto coAep^ameroca b Hen AeftcTByiomero BemecTBa. 

25. JleicapcTBeHHafl 4>opMa no n.24, 0TjiHHaK>ma5ic5i TeM, hto Kaac^oe H3 AeHCTByioiijHx 
BenjecTB (A), noTeHu,Hajn>Ho 5iBjnnomHxc5i oGteicroM hx HeMeAHijHHCKoro ynoTpe6jieHH5i, 
npncyTCTByeT b peTapAHpyiomeii ero BticBoGo^cAeHHe MaTpHije. 

26. JleicapcTBeHHafl (j)opMa no n.25, OTjiHHaiomaflca TeM, hto KOMnoHeHT (B) h/hjth 
bo3mo)kho npHcyTCTByiomntt KOMnoHeHT (r) TaK^ce cjiy^caT oGpasyiomHM 
peTap^Hpyiomyio BBicBoGo^KAeHHe AewcTByiomero BemecTBa MaTpnn,y MaTepnajioM. 

27. CnocoG npnroTOBjieHH5i JieicapcTBeHHOH (J)opMBi no OAHOMy H3 nn.1-26, 
OTnpiHaiomHHC5i TeM, hto 6e3 npHMeHeHHH aKCTpyAepa KOMnoHeHTti (A), (B), (B) h 
bo3mo^cho Hcnojn>3yeMbiH KOMnoHeHT (r) cMeuiHBaioT Me^cAy coGoft, a Taioice cm em hb aio t 
c hhmh jih6o npn Heo Gxoahmocth cMeiHHBaioT oT^enLHo c AoGaBneHHeM KOMnoHeHTa (B) h 
bo3mo>kho Hcnojn>3yeMoro KOMnoHeHTa (r), bo3mo)kho HcnojiL3yeMtie KOMnoHeHTti 
(a)-(e), h H3 nonyneHHOH cMecn hjih H3 nojiyneHHtix cMeceft, b HeKOToptix cjiynaflx nocjie 
ee, cooTBeTCTBeHHo hx rpaHyjinpoBaHH5i, nyTeM npHjio^ceHHa ycHjiHa c npeABapHTejibHMM 
hjih oAHOBpeMeHHtiM TenjioBtiM B03AeftcTBHeM (})opMyioT jieKapcTBeHHyio (})opMy. 

28. CnocoG no n.27, ot jihh aioujHHCfl TeM, hto rpaHyjinpoBaHHe npoBOA^T no MeTOAy 
rpaHyjiHpoBaHH5i H3 pacnjiaBa hjih Bjia^cHoro rpaHyjiHpoBaHHH. 

29. JleKapcTBeHHaa (J)opMa no nn.1-26, nojiyneHHafl cnocoGoM no n.27 hjih 28. 
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